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Material to be added to an e-Jacket or Jacket
Reg.No. <217~/ ‘4’1( KUQ
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1. p Placement within the e-Jacket/Jacket
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1  File Location: (PDF page number)

2. % Send to Data Extraction contractors this material:
" | Newly stamped accepted label

Notification

New CSF Qosc +« htruwal Bl oz
Other:
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Attach this coversheet to the top of the materiail or jacket. It must be
well-organized and clipped together - NOT STAPLED. Then give the
material with this coversheet to staff in the Information Services
Center (Room S-4900).

Reviewer’s Name: Rosanna Louie-Juzwiak
Phone: 308-0037 Division: RD
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REGISTRATION JACKET INTRA-TRANSFER REQUEST

(PLEASE FILL OUT FORM COMPLETELY)

Transfer File To: St chaod  (nob Bew Phone

Reason For Transfer:

1 RSB CHEMISTRY REVIEW

| CODING (Macfadden)

O ACTION COMPLETED

O PRECAUTIONARY LABEL REVIEW

[ WITHDRAW PENDING APPLICATION

O OTHER
TRANSFERRED FROM: Senedu Alemu (Macfadden) Phone: 305-6178
DATE REQUEST: PM TEAM:

(If Applicable)

REGISTRATION NUMBER (S} OF JACKET (S) TO BE TRANSFERRED
(PLEASE INDICATE VOLUME NUMBER IF APPLICABLE)

REGISTRATION # COMMENTS LOCATION  OTHER INFORMATION
25917 - 142

SPECIAL COMMENTS:

FOR FILE ROOM STAFF USE NOTIFY REQUESTOR:

DATE TRVE INTTIALS



PPIS Deficiency Notice

PM NUMBER:_{C_ REGISTRATION NUMBER:_25 /7 142

Transferred from: Senedn Alemu (Macfadden) = Date Processed: -3/ 2 Qj 2041

This jacket has been found to be deficient according to established EPA data processing
guidelines for the following reasons:

i. Chrrent accepted label dated / /
___ismissing from the jacket. 1S missing acceptance siamp.
___Acceptance stamp is missing date and/or registration munber.

___ Is missing the following mformation:

2. Acceptance letter dated ____ / /. and associated label are inconsistent
concerning: ___  Acceptance date. __ _ Product name. ____ Registration number.
9 Comments letter associated with label dated / / 1s issing from the jacket.
4. Accepted (Basic / Alternate) CSF dated / /
[s missing fiom the jacket. Is roisfiled er has wrong registration number.

___Sole active ingredient source product - _.___has been cancejled
5. _'_Lélz:ctive and inert chemical percentages-do not equal 100%.
5. ___ Other information missing / inconsistent wrthin the jacket. See below for detals.
 lndly  yeurewo— « Yz o condyaidns  fer -

L fot e ———

- LZ'\ gm;'? 51.mu ’




\}“\1\';0 Stay, U.S. ENVIRONMENTAL PROTECTION EPA Registratioh No. Date of Issuance:
oy

K . AGENCY
= 2 Office of Pesticide Programs
: Vs G Registration Division (7504P) 5%17.142 MAR 23
% & 1200 Pennsyivania Ave., N.W.
s

4y paot® Washington, D.C. 20460

Perm of Issuance:

NOTICE OF PESTICIDE:

Conditional Registration
[4 Registration Time-limited: see conditions below
1 Reregistration

Namg of Pesticide Product:
{under the Federal Tnsecticide, Fungicide,

and Rodenticide Act, as amended) Sergeant’s Fipronil + Cyphenothrin +

Name and Address of Registrant {(include ZIP Code):

Sergeant’s Pet Care Products, Ine.
c/o Exponent, Inc.

2625 South 158" Plaza

Omaha, NE 68130

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the
Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in nto way to be construed as an endorsement or recommendation of this product by the Agency. In
order to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the
registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the
registration of a product under this Act is not to be construed as giving the registrant a right to exclusive usc of the
name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA §3(¢)(7)(a) provided that:

1. This registration is time-limited and expires two years from the date this product is first released
for shipment.

Y ou must provide the Agency with a projected release for shipment date within 30 days of the
date of this Notice of Registration. The Agency will calculate the expiration date based on the
projected releasc for shipment date until an actual relcasc for shipment date is provided in writing.

2. Consider limiting the formulations of each product to onc basic confidential statement of formuia.
The Agency may require this in the future. It is possible that no additional alternate formulations
or minor formulation amendments will be approved for this product In the future.

3. As acondition ol registration for this preduct, within one year from the date of this registration,
you must submit the results of Storage Stability and Corrosion Characteristics studies,
corresponding to OCSPP Guidelines 830.6317 and 830.6320. respectively, including interim
reports made at 0, 3, 6, 9, and 12 month intervals,
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4. The approval of this registration is contingent on the Agency’s review to determing that the study
to fulfill OCSPP Guideline 830.1800 - Enforcement Analytical Method, is acceptable to support
the registration.

5. Within onc year of the datc on this Notice of Registration, and prior to formulating this product,
vou must provide the Agency the following:

a. The registration number and establishment number of the manufacturing or technical
product(s) from which the active ingredient is derived.

b. The name and address of the entily from which the manufacturing product(s) was
obtained: and

c. A copy of the bill of sale for this manufacturing product(s).

6. Within 30 days from the dale of this registration, in accordance with FIFRA §3(c)(1)(F) and
3{c)(2)B), vou must submit a copy of all offers {o pay compensation and evidence of their
delivery, used to support the data required for this product.

7. You must submit quarterly enhanced incident reports and guarterly sales information in doses
sold for this product for the quarter that begins on April 1,2011, The quarterly reports arc duc
two months after each quarter ends.

Please flag any Confidential Business Information as such. Enhanced incident reporting should
be submitted 1o the Product Manager. Quarterly sales information should be submitted to the
Registration Division (7504P), to the Product Manager's attention.

The following is a list of infermation that must be¢ included in the quarterly reports for each
incident:

EPA Registration Number

Product name {brand name)

Lot #

Where purchased: infernct, store, veterinarian
Active Ingredicni(s)

Weight range for product

Date on which incident occurred. (mm/dd/yyyy)
State in which the incident occurred. (standard 2 letter abbreviation)
Registrant casc #

Species: dog, cat, other (specify)
Breed: {as reported by pet owner)
Agc: months or vears

Sex: M, F, or neutercd

Weight: pounds

Primary Route of Exposurc: dermal, oral, other animal, inhalation, other

Body System: neurclogical, dermatological, G, respiratory, ocular, other

Major signs noted with separatc colummn for cach sign, using standard terminclogy
Time to Onset: (hours, days)

Treated by veterinarian: ves or no

First {ime product used: yes or no
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Misuse: use on incotrect species, overdose, too frequent dosing, other (deseribe)
Any known precondition

EPA Severity Code: death, major, moderate, minor

QOutcome: died, recovered, still treafed, unknown

8. Along with the enhanced incident reporting, vou must submit an analysis of the incidents seen, to
include the following details:

- All incidents should be reported including all minor dermal and ocular irritation reports.

- Summary table for dogs showing number of incidents of each severity code for each route
of exposure. Each incident should only be reported once. If one incident has several
routes of exposure, the order should be ocular > oral > dermal. In other words, an
incident with both oral and dermal exposure would be reported as oral exposure, and an
incident with both ocular and oral exposure would be reported as ocular exposure.

- A similar summary table for cats (misuse or secondary exposure) showing number of
incidents of each severity code for each route of exposure.

- Summary table for dogs and table for cats showing number of incidents that are believed
due to secondary exposure {e.g., multi-pet households).

- A summary table for dogs showing number of incidents for each severity code for these
age ranges: <3 manths, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr. 3vr, 4 yr, S v1, 6
yr, 7yn, 8y, Syr, 10 yr, Hlyr, 12y, 13 v, 14 yr, 15 yr, >15 yr.

~ A summary table showing the number of dog incidents for each severity code for each pet
weight range on the product label.

- A summary table for dog weight showing number of incidents for each product weight
range. This table should show number of incidents in dogs weighing less than that
product weight range, number of incidents in dogs in lower half of weight range, number
of incidents in dogs in upper haif of weight range, and dogs weighing more than the
product weight range.

- Table showing number of incidems for each dog breed.

- Table showing number of incidents in dogs for cach clinical sign.

- Tabie showing number of incidents in dogs for each organ system.

- Report aggregate incidents, but do not combine moderate and minor incidents.

9. You must submit and/or cite all data required for registration of vour product under FIFRA

§3(c)(5) when the Agency requires all registrants of similar products to submuit such data, and
submit acceptable responses required {or rerggistration of your product under FIFRA §4.
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All labeling comments below are in reference to the proposed master iabel. dated March 4, 2011, These

comments apply 1o all submilled draft fabeling, including the master label, the color mock-up labels. and

the proposed text and araphics for the stickers and magnet:

10.

3,

14,

15.

Throughout the entire label, add “starts killing” so that the claims read as follows:

“Starls killing in as little as 1 hour”
“Starts killing in as kittle as 1 hour.”

. Throughout the entire label, per the Acute Toxicity and Companion Antmal Safety review,

change “up to 22 1bs” to 4 to 22 lbs” to inciude a minimum dog weight.

. On page 1 under the header Fleas, revise the following claims to add the underlined words, or

delete struck-out words, as follows:

c[e rols§ reipnlestationfor up-te i:] 6 e El], .Hn

'iﬁd #Eeii EE}F_‘[Ele li ™ i L 31 Y
“W&W@W&MW&{%&H”

“IPrevents ail flea stages (adult fleas (starts killing in as iittle as 1 hour), flea eggs, Heapupae-and
fica larvae)]”

“Heitls-flesegps Harvae Hprevents-pupseHorapto-tmeonths]”

“IKills Fica Eggs & Flca Larvae [for 2 months] [up-te-dmronths}H”

“Kills-all stages-of the flea-lifeeyele”

On pages | and 2 under Multiple Infestations, revise the following claims to add the underlined
words, or delete struck-out words, as follows:

“[Kills fleas {starts killing in as little as 1 hour), flea cggs, ticks (starts killing in as [ittle as 1
hour), chewing lice & mosquitoes][and prevents development of flea pupae]”

“IKills fleas (starts killing in as Little as 1 hour), ticks (starts killing in as little as 1 hour),
moqquitocs chewing lice, {lea eggs, and larvac and-preventspupae]”

“TKilts feas (starts killing in as little as 1 hour), ticks (starts | kllimﬁ in as {ittle as | hour),

mosqu:toeq flea eggs, and lice]”
“[K.ills Fleas (starts killing in as little as 1 hour) and Ticks [and mosquitoes]{starts killing in as
little as | hour) for up to 4 wecks!]”

“{Prevents and controls reinfestations of listed pests for up to [1 month| {4 weeks]]”

o

On page 2 under Ticks, revise the following claims 1o add the underlined words, or delete struck-
out words, as follows:

“fKills ticks (starts killing in as hittle as 1 hour)]”

“TKills Ticks (starts killing m as little as 1 hour) for Up to [4 weeks]!]”

“IKHIs {all stages of] Deer Ticks (which may vector of Lyme Disease) for up to 4 weeks]”
“IKills Brown Dog licks (starts killing in as littlc as 1 hour)]”

On page 2 under All Others, revise the following claims to add the underlined words, or delete
struck-out words. as follows;
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16,

17.

19.

20.

2,

22.

23.

24,

25.

“IOnce-a-month treatmentis recommended})”
“I{TFree] Brochure-and Calendar Stickers Inside]”

“[Frec with purchasc] [Frec inside] Monthly Appiication Reminder [Magncet] telpHeaedd”

On page 3 in the Ingredients Statement, all Inert ingredients must be identified when electing to
list the inert ingredients,

On page 3, delete the optional statement “[Ingredient Statcment may be on front or back label}”
because the ingredient statement must be placed on the Front Panel.

. On page 4 under the Back Pancl, revisc the first sentence to read as follows:

“Tbrand name] contains fipronil, cyphencthrin, and the insect growth regulator (IGR) (S)-
methoprene to effectively kill Fleas [{starts Killing in as little as | hour)], Ticks {(starts killing in
as Hitle as 1 hour)], and kills mosquitocs and chewing lice.”

On page 6 in the How to Apply section, correel the reapplication interval from 4 wecks” to “30
days” to be consistent with the intcrval stated under Freguency of Application.

On page 6 under the ['requency of Application, add the underlined words in the following
statememnis:

months. If your pet is at high risk for flea reinfestation [, or in a highly infested environment},
apply monthly.”

“{Brand namc] kills mosguitocs within 24 hours for up 1o the first 7 days after treatment, then
within 48 hours for up to 28 days.”

On page 7 under the Storage and Disposal statement, replace “Container Handling” with
“Comainer Disposal.”

On page 7 in the Warranty statement, remove the brackets within the paragraph so that if used, the
Warranty statement 1s present in its entirety.

On page 9 under the End-back/side Panel scction, delete the “Optional Insert or Package Copy”
statement because the Agency has not reviewed the optional insert as part of the labeling for
approval.

Note that should you wish to add a reference to the company’s website on yvour label, then the
wcbsite becomes labeling under FIFRA and is subject to review by the Agency. If the website
content is false or misleading, the product would be deemed misbranded and unlawful to scl or
distribute under FIFRA §12¢a)(1)}(E). 40 CFR 156.10(a)(5) list examples of statements EPA may
consider false or misleading. In addition, regardless of whether a website is referenced on your
product’s label, claims made on the website may not substantially differ from those claims
approved through the registration process, Thercfore, should the Agency find or if it is brought to
our attention that a website contains falsc or miskcading statements, or claims substantially
differing from the EPA-approved registration, the website may be referred to the EFA’s Officc of
Enforcement and Compliance Assurance.

Revise the EPA Registration Number to read: “EPA Registration No., 2517-142.”7
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it the Agency determines that future mitigation measures are necessary for all pet spot-on
products, you will be informed, and be expected to comply. If mitigation measures are necessary, the
Agency may take appropriate reguiatory actions. Two copies of the finished labsling must be submitted
prior to releasing the product for shipment. If these conditions are not complied with, the registration will
be subject to canceilation in accordance with FIFRA sec. 6(e). Your relcase for shipment of the product
constitutes acceptance of these conditions. A copy of your label stamped “Accepted with Comments™ is
enclosed for your records, Please contact Rosanna Louie-Juzwiak at (703) 308-0037 with any questions.

Lnciosure: Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-on for Dogs Label, Staraped
Accepted with Comments

Signature of Approving Official: Date:

)’c/a«%: é)jﬁf&,‘ MAR 23 .0

Richard Gebken, Product Manager (16)
Registration Division, Insecticide Branch

EPA Form 8570-6

Page 6 of 6
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Sergeant’s Master Label

1
|' 4 March 2011 Version 10.1 LEPA Reg. No. 2517-RUE
[ Tnfonnatlon in{ |1 is optional. Page 1 of 10 | |

[Option text appears in brackcts-the final product iabei may include some or all of the optlonal. :
text on front, back or side pancls. The CRP required text will not change. |

Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On

for Do
) AR
Wi NTS
[ABNSs] in EPA Letter Dated
[(Sergeant’s”) (Sentry’ )FRO\TTIER GOLD (Spot On) for dogs] MAR 23

b ] ‘L 1M
en Ectoadvance O or dogs
{(Sergeant’s"”) (Sentry®) Ectoadva (Spot Onj for dogs] Under tie Federal lmemctdr,

Fuagicide, snd Redenticide Aef,

I Apply to puppics over 12 weeks old] e anded, for the pesticide
[Apply to puppies 12 weeks or older] e s ““3"?‘ {i‘iﬂeg No.
[Mosquifoes]

+K1lls mosquitoes] [within hours torup o 7 days| jand within 1ours Tor up to

1l qui ithin 24 1 for up to 7 days] [and within 481 for up to 28

days]

[*Kills mosquitoes]
[Fleas)

[*Prevents all flea stages (adult fleas (starts kil Emo in as littic as 1 hour), ﬁea eggs, flea

pupae-and flea larvae)]

[«If dog is a high risk for flca re-infestation a once menth application may be nceded]
ks fenegus{larvae {prevents pupaeHor-up-to-4 menths}

[+With (8)-methoprene Insect Growth Regulator which Breaks the Flea Life Cycle]
[*With (S)-methoprene to Break Flea Life Cycle]

f*With Inscct Growth Regulator to Break Flea Life Cycle]

[*Triple Action [!]:Fipronil and Cyphenothrin with (S)-methoprene IGR Effectively
Breaks the Flea Lifc Cycle]

[+Triple Action [1]: Effectivcely Breaks the Flea Lifc Cyelef1}]

[*Kilis Ileas (starts in as little as | hour) up to {4 weeks]!]

[~Kills Flea Eggs & Flea Larvae [for 2 months] {up-to-4-menthstH

[+Prevents Flea Eges From Developing Into Biting Adults]

pKillsallstages-ofthe Healifeeyelet

IMultiple Infestations]
[+Flea & Tick Control for Dogs & Puppics 12 weeks old and older]
[+Kills fleas {starts killing in as little as 1 hour), flea eggs, ticks (starts killing in as little
as 1 hour), chewing lice & mosquitocs][and prevents development of flea pupae]
[*Kills Fleas, Ticks and Mosquitoes}

12



| Sergeant’s® Master Label
i 4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE
E Information in | ] is optional. Page 2 of 10
[*Kills flcas (starts killing in as little as I hour), ticks (starts killing in as little as 1 hour),
mosquitoes, chewing lice, flea eggs, and larvae and preventspupae)
[*Monthly flea, tick, mosquito, chewing lice, and {lea egg protection]
[*Monthly flea, tick, mosquito and chewing lice protection]
[*Kills fleas (starts killing in as little as 1 hour), ticks (starts killing in as little as 1 hour),
mosquitoes, flea eggs, and lice]
[*[Seven] | 7] Way [Action] [Effectiveness] {Control} to kill fleas, ticks, {mosquitoes,]
chewing lice, flea eggs, flea larvac [&] [and] prevent the development of flca pupae]]
[+{Six} [6] Way [Action] [Effectiveness] [Control] to kill fleas, ticks, [mosquitoes,)
chewing lice, flea eggs [&] [and] flca larvac]
[*[4 Wecek] [Flea and Tick & [reatment]
[*[Four (4) Week] [Flea, Tick, Mosquito and Chewing Lice Control]}
[*When used monthly |brand name} completely breaks the flea life cycle and controls tick
and chewing lice infestations.]
{*4 week Flea and Tick Treatment!]
[*Once A Month Flea and Tick Treatment]
[*Kills Fleas (starts killing in as little as 1 hour) and Ticks {and mosquitoesi(starts killing
in as little as 1 hour) for up to 4 wecks!] '
faKills Eleas {(startsinas-little as 1 - hour), Teks {starts inas little-as H hourIdea Eoos &
Fiea Larvae for ap to 16 Weeks!

fePrevents and controls reinfestations of listed pests for up to [ month]} [4 weeks]]

{Ticks|
f*Kills ticks (starts killing in as little as 1 hour)]}
[+Kiils ticks inciuding those that may transmil Lyme discase]
f*Kills Ticks (starts killing in as little as 1 hour) for Up to [4 weeks]!]
[*Kills [all stages of] Decr Ticks (which may vector of Lyme Diseasc) for up to 4 weeks}]
[*Kills Ticks (starts in as little as 1 hour)}
[*Kiils Ticks including Deer Ticks for up to 4 weeks]
[+Kills Brown Dog Ticks (starts killing in as little as | hour)]
[*K.ills {Brown], [American,] [and Lone Star] Dog Ticks for up to 4 weeks]
[*Kills Rhipicephalus sunguineus for up to 4 weeks]
[+Kills American Dog Ticks [(Dermacentor variabilis)] for up to 4 weeks!]

[ANl Others]
[*For Dogs and Puppies 12 weeks of age or older]
[*For Dogs [ap-4 to 22 1bs], [23-44 lbs], [45-88 1bs], [89-132 1bs]
{*Fast Acting]
[*Waterprooi]
[*Effective after bathing and exposure to water and sunlight]
[*Long Lasting]
fc ; . fed]
[*Apply monthly]
[A once monthly application is required [apply monthly to control] [for} chewing lice.}
[*Rapid elimination of chewing lice infestations]
| Conlrofs mites that may cause sarcoptic mange)
[T hree Applications] and/or [3 Month Supply] or {12 Week Supply]
[*Best if used year round!]
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Sergeant’s® Master Label

4 March 2011 Version 10.1 LEPA Reg. No. 2517-RUE

Information in { } is optional. Page 3 of 10

f*4 Weck Dosc!]

[*(ICON Showing 4 Week Protection)]

f+1 Month Dosc!]

i*Easy to Usc Application]

[*Specially Formulated for Dogs and Puppies Over 12 Weeks]

|=|Iree] Calendar Stickers Inside!]

[*[Free] Brochure-and Calendar Stickers Inside]

{*Apply once every |4 weeks]!)

[*[Frec with purchasc] [Frce inside] Monthly Application Reminder [Magnet| felipt
[eard]]

[*Effcctive after bathing and cxposure to water and sunlight]

Pgrev%aﬁd—eeﬂﬁehmﬁ—eﬂh%edm}
feard

[3 applications]

[+Fiponil {9.8%) + cyphenothrin (5.2%) + s-methoprene (8.8%)]
[*US and [oreign patents pending]

[sLift [here] for more information]

[*For year round protection, apply (brand name) monthly]

[3 Applications]
|For use ONLY on dogs]
[Yp 4 1022 Ibs]
[23-44 1bs]
[45-88 1bs]
[89-132 Ibs]
[over 12 weeks of age]

[For Dogs & Puppies {12 weeks or older and) up to 22 ibs.|
[For Dogs 23-44 Ibs.]

[For Dogs 45-88 1bs.]

[For Dogs 89-132 1bs.]

[ ] - Denates Optional Statements and/or Images that May be Used on Front, Back

or Side Label Panels
" Lent o . back Jabel]
ACTIVE INGREDIENTS:

Fipronil ..o et 9.8%
Cyphenothrin. ..o 52%
(S)-mcthoprenc ........... URUDUOUOUOORUOTORSURI 20
OTHER INGREDIFNTS" ....................................... 76.4%
TOTAL: 160.0%

[*diethylene glycol moneethyl ether]
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Sergeant’s® Master Label

4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE |
Information in | ] is optional. Page 4 of 10 'f
KEEP OUT OF REACTH OF CHILDREN
WARNING

Sce | Back||or][Side] {Label Panel[s} for Additional Precautionary Statements

NET CONTENTS:
Contains (3) {0.023 fl oz} {0.67 ml} applicators
Contains (3) {0.045 ] oz] {1.34 ml] applicators
Contains (3) {0.091 {] 0z] {2.68 ml}] applicators
Contains (3) {0.136 11 0z] {4.02 ml} applicators

[BACK/SIDE CARTON LABEL - MASTER LABEL]

[brand name] contains fipronil, cyphenothrin, and the insect growth regulator (IGR) (S)-
methoprene to cffectively kill Fleas {(starts killing in as little as 1 hour)], Ticks [(starts killing in
as little as 1 hour)], and kills mosquitoes and chewing lice. The active ingredients in fbrand
name] feature a sustained release formula developed for [ast acting |and long lasting] control of
ficas, ticks, fmosquitoes] and chewing lice for up to [1 month| [{4] [four]| wecks| on dogs.

READ ENTIRE LABEL BEFORE EACH USE.
USE ONLY ON DOGS AND PUPPIES OVER 12 WEEKS OF AGE.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS. WARNING. Causcs substantial but temporary ¢yc injury. Do not
get in cyes or on clothing. Harmful if swallowed. Harmful if absorbed through skin. Prolonged or
frequently repeated skin contact may cause allergic reactions in some individuals. Wash hands
thoroughly with soap and watcr affcr handling and before cating, drinking, chewing gum, using
tobacco, or using the toilet. Remove and wash contaminated clothing before reuse,

HAZARDS TO DOMESTIC ANIMALS. For cxternal use only. Do not use on puppics under
12 weeks of age. Individual sensitivities, while rare, may occur after using any pesticide product.
{Some dogs may cxpericnee temporary startle effects when any product is applied.] Dogs may
experience some temporary irritation at the site of product application. If signs persist, or become
more severe within a fow days of application, consull a velerinarian immediately. If your dog has
an unusual reaction to the initial application, consult a veterinarian before repeating treatment,
Certain medications can inleract with pesticides. Consult a veterinarian before using on
medicated, pregnant, nursing, debilitated or aged dogs. Call 1-800-781-4738 for 24-hour
assistance.
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Sergeant’s® Master Label |

4 March 2011 Version 10,1 EPA Reg. No. 2517-RUE |
Information in { }1s optional. Page 50l 10 ‘
FIRST AID _
I In Eyes s Hold eyc open and rinse slowly and gently with water for 15-20 minutes.
e Remove contact lenses, if present, after the first 5 minuvtes, then continue rinsing
cye.

Do not induce vomiting unless told to do so by a poison control center or doctor.
Have person sip a glass of watcr if able 1o do so.

- a # Call a poison controf center or doctor for further treatment advice.
If On Skin ¢  Take off contaminated clothing,
Or Clothing |« Rinse skin immediately with plenty of water for 15-20 minutes.
+ (Call a poison control center or doctor for treatment advice. B
If Swallowed [ e [mmediatcly call a poison control center or doctor.
-
| ]
]

for treatment. For more information on this pesticide product {including health concerns, medical
emergencies or pesticide mcidents). you may call 1-800-781-4738.
NOTE TO PHYSICIAN OR VETERINARIAN
Treat patient symptomatically

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.
DO NOT ALLOW CHILDREN TO APPLY PRODUCT. TO PREVENT [TARM TO YOU
AND YOUR DOG, READ ENTIRE LABEI, BEFORT EACH USE. FOLLOW ALL
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL
USE ON DOGS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON OTHER

ANIMALS.

DO NOT USE ON CATS. May be toxic and potentially {atal if applied to or ingested by cats.
FOR EXTERNAL USE ON DOGS ONLY. Do not usc on puppics under 12 weeks of age,
Weigh vour dog to be sure you are applying the right dose formulated for the weight of your dog.
Do not treat your dog with more than one pesticide product at a time. Over dosing your dog can
result in serious illness and even death. Best if used year round. Certain medications can
intcract with pesticides. Consult a veterinarian before using this product on debilitated, aged,
medicated, pregnant, or nursing dogs. Consult a veterinarian before using on dogs with known
organ dyslunction. DO NOT USE ON CATS or animals other than dogs. Separate the treated
dog from all other dogs and cats for 24 hours after treatment has been applicd. Cats and dogs that
actively groom or engage in close physical contact with treated dog may be at risk of serious
harmful effects. The most common signs of ingestion are excessive salivation and foaming at
the mouth. If these symptoms occur immediately feed your dog and continue to monitor your
pet for the next 24 hours. If symptoms persist call 1-800-781-4738 to talk to a veterinarian. Cats
cxhibiting these same symptoms from ingestion should be taken to the veterinarian inmediately.
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Sergeant’s” Master Label
| 4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE
. Information in | | is optional. Page 6 of 10

If your dog is exhibiting signs of and/or are being {reated for skin dermatitis, talk fo your vet
before applying any topical flea and tick control product.

Sensitivities may occur after using ANY pesticide product on dogs. Dogs may experience
some temporary irritation at the site of product application. If signs of sensitivity occur
bathe your dog with a mild soap and rinse with large amounts of water. If signs continue,
consult a veterinarian immediately by calling 1-800-781-4738.

[{Outer Packaging}]

Heow to open: Remove product tubes [vial] from the package. Separate one tube from the others.
Holding the tube [vial] with notched end pointing up and away from the face and body, cut ofl’
the narrow end at the notches with scissors.

How to apply: Invert tube over dog and use open end to part dog’s hair. Squeeze tube firmly to
apply all of the solution to the dog’s skin. as directed below. Repeat apphc'ltlon ma} be made if

necessary, but do not apply more often than once ecvery 30
days 4-weeks.

fOptional drawings that may or may not appear on {inished
fabel]

FREQUENCY OF APPLICATION

Use [brand name] monthly for complete control of flea, tick [and] chewing lice [and to kill
mosguitocs] [infestations]. [Studies show that] [brand name] kills fleas (starts killing in as little
as 1 hour) for up to three months. If your pet is at high risk for flea reinfestation {, or in a highly
infested environment], apply monthly. Apply monthly to control ticks, mosquitoes and chewing
lice. [Brand name] kills mosquitoes within 24 hours for up to the first 7 days after treatment,
then within 48 hours for up to 28 days. |Brand name]| remains effective, even after bathing,
water immersion, or exposure to sunlight. Allow treated area to dry thoroughly. o not reapply
for 30 days.

17



Se;‘éeant’s® Master Label |

4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE
Information in { ] is optional. Page 7 of {0 :

_ ! E
For Dogs Weighing up 4 to 22 1bs. [including small degs and puppies, 12 weeks or older]
{For cartons containing .67 ml (0.023 fl. oz.) applicator tubes}

Apply one tube (.67 ml1}(0.023 fl. 0z.) [as a spot to the dog’s back between the shoulder blades]
[from the back of the neck 10 a point midway between the neck and tail).

For Dogs Weighing Between 23 - 44 lbs.

{For cartons containing 1.34 ml (0.045 fl. oz.) applicator tube}

[Apply one tube (1.34 ml) (0.045 fl. 0z.) as a spot to the dog’s back between the shoulder
blades.] | from the back of the neck to a point midway between the neck and taii}.

For Dogs Weighing Between 45 - 88 lbs.

{For cartons containing 2.68 ml (8.091 fl. 0z.} applicator tube}

Apply one tube (2.68 ml)(0.091 fl. 0z.) {as a spot on the dog’s back between the shoulder blades)
[ from the back of the neck to a pomt midway between the neck and tail .

For Dogs Weighing 89 - 132 1bs.

{For cartons containing 4.02 ml (0.136 {1. oz.) applicator tube}

Apply onc tube (4.02 ml)0.136 1l. oz.} [as a spot on the dog’s back between the shoulder blades]
[from the back of the neck to a point midway between the neck and tail].

STORAGE AND DISPOSAL

PESTICIDE STORAGE: Do not remove tube from the pack until ready to use. Store in a cool
below 77°F (25°C)| dry place inaccessible to children and pets. Do not refrigerate. Protect
from direct sunlight.

CONTAINER DISPOSAL HANDLING: If empty: Non-refillable container. Do not reuse or
refill this container. Offer for recycling if available. I partly filled: Call your local solid waste
agency for disposal instructions. Never place unused product down any indoor or outdoor drain.

[WARRANTY

Read the entire Directions for Use and Warranty before using this Product. By using this
product, user or buyer accepts the following warranty. HThe directions for use of this product
are believed to adequate and must be followed carefully. 1t is impossible to climinate all risks
associated with the use of this product. Unintended consequences may result because of
unknown factors. All such risks shall be assumed by the user or buyer.}} Sergeant’s is
committed to providing high quality products. T'o the extent consistent with applicable law,
Sergeant’s makes no warranties, express or implied, of merchantability or of fitness for a
particular purpose or otherwise, that extend beyond statements on this label. To the extent
consistent with applicable law, Sergeant’s, the manufacturer, or the Seller shall not be liable for
indirect, special, incidental or consequential damages. To the extent consistent with applicable
law, the exclusive remedy of the user or buyer shall not exceed the purchase price paid. ]

[Hf vou have questions or comments about this product, please write: Sergeant’s Consumer
Response, P.O. Box 540399, Omaha, NE 68154-0399.}
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Sergeant’s® Master Label

4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE
[nformation in | | is opticnal. Page 8 of 10

In Case of Emergency, call: 1-800-781-4738 {For more information] [ Visit us at:]
fwww.sergeants.com
Non-Emergency call 1-800-224-PETS (7387) {Made in USA]

Distributed by:

Sergeant’s Pet Care Products, Inc. {BAR CODE ARFA]
P.O. Box 540399

Omaha, NE 68154-0399

EPA Reg. No. 2517-RUE

EPA Est. No. XXXXX-XX-XXX

[How to Apply - May contain graphies iilustrating product use, e.g., dog with a drop failling
onto its neck from a vial on front, side, or back carton label and/or applicator labeling. |

[{Outer Packaging}i
[Application Instructions] {Dircctions for Use]
How to open

1. Remove product tubes /vial] from the package.

2. Scparatc one tube from the others. Holding the tube fvial] with notched end pointing up
and away from the facce and body, cut off the narrow end at the notches with scissors.

How to apply:
1. Invert tube over dog and use open end to part dog’s hair.

2. Sgueeze tube firmly to apply all of the solution to the dog’s skin {as a spot to the dog’s

back between the shoulder blades.] for] [from the back of the neck to a point midway
between the neck and tatl.]

[Flea life eycle diagram] [Flea Lifce Cycle][Sample coloring and layout may be diffcrent on
final label]

{T.ook at the Label (Look at the Label icon) [Easy] 6 Step [Spot On] {Squeeze-On} [Topical}
Checklist
s Read the label completcly and follow dircclions
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4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE
Information in | } is optional. Page 9 of 10

e Weigh your pet

Do NOT use Dog products on Cats

Do NOT treat with more than onc pesticide product at a time
Scparaie animals afier treatment to avoid chance of ingestion
Do NOT split tubes between pets]

[Brand Name]

[3] [Month [ Treatment] [Application] Tracker]

[For year-round protection, apply [Brand name] monthiy.]

[Pct’s Name (Empty blank for owner 1o {ili in name)]

[First] { Ist] {Sccond] [2nd] | Third] [3rd]

[Dose] [ Treatment] [Applicationj{(Empty blank for owner to fill in date}{Date: MM/DD/YY)]
[calendar slickers with brand name])

[Place stickers on your calendar as a reminder to rcapply [brand name} jin 30 days.]
[Monthly Application Reminder Magnet (image of reminder magnet)}

[Enclosed for your convenicnce is an application reminder magnet. Push the (resct) button, and
the reminder light will blink twice. The reminder tag is now set for 30 days. At the end of 30
days the reminder light will blink, reminding you to rcapply {Brand name]. Press the button
once and the blinking light will stop. Press the button again and this will reset the timer for
another 30 days.]

®  AdultFlea B Adut Flea

o fleaeggs @ flea eggs

-y flealarvae @ flea larvae
@» flea pupae @ flea pupae
e ticks & ticks

* Brown Dog Tick @ Brown Dog Tick
* Deer Tick @ Deer Tick

7‘\ American Dog Tick @ American Dog Tick
F  chewinglice ® chewing lice
% Lone Star Tick @ Lone Star Tick
. mosquitoes @ mosquitoes
[Optional graphics above may or may not appear on finished label]

; : corPy}
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Sergeant’s® Master Label
4 March 2011 Version 10.1 EPA Reg. No. 2517-RUE

Information in [ ] is optional. Page 10 0f 10

Front lLabel Back Labc]
_ Ve TN KEEP OUT OF REACH OF CHILDREN
{Brand Name) &% Rt WARNH\":G: Read f.f_irections and precautions
Fipronil 9.8% wiw, Cyphenothrin 5.2% wiw, before using. Use scissors to open.
(S)-methoprenc 8.8% wiw EPA REG. No. 2517-RUE {label code}
0.023 fl oz (or) 0.045 1 0z {or) 0.091 fl oz {or)
0.136 11 oz {iabel code}
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Decision #: 438361

- DATA PACKAGE BEAN SHEET DP #: {382788)
Date: 05-Oct-2010 PRIA
Page10f3 Parent DP #:

Submission #: 880182

IS
7 A

** ¥ Registration Information * * *

Company: 2517 - SERGEANT'S PET CARE PRODUCTS, INC.

Risk Manager. RM 10 - Richard Gebken - (703) 305-6701 Room# PYt 5-7237

Risk Manager Reviewer: Rosanna_Louie RLOUIE _ ) ) -~
Sent Date: Calculated Due Date: 23-Mar-2011 Edited Due Date: o
Type of Registration: Pﬁt.'!uc__l_Registration - Se(;t_ion 3
Action Desc: (R310) NEW PRODUCT,NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST
Ingredients: See page 3
*** Data Package Information ***
Expedde: () Yes @ No Date Sent: 05-Oct-2010 Due Back:
DP Ingredient: See page 3
DP Tite: #2517-RUE: Product Chemistry Review L
CSF Included: @ Yes ) No Label Included: @@ Yes (O No Parent DF #: L
: : s
Assignedfo -~ Date In Date Out //
Organization: RD / TRB o _ _ lLast Possible Science Due Date: 21-Feb-2011 -~
Team Name: GHEM o Science Due Date:
Reviewer Name: < Lo fhaea f\;'l{}.w)(gb’w il (4’? i f | } Sub Data Package Due Date:
+ T _ai i ;— p ! L

Contractor Name:

* * * Studies Sent for Review * * *

Printed on Page 2

*** Additional Data Package for this Decision * * *
No Additional Data Packages

*** Data Package Instructions ** *

Afin TRB/CHEM: Please conduct a product chemistry review of the attached package in support of the proposed product. Contact Rosanna
Loute-Juzwiak at 308.0037 with any guestions.

Attachments:

- cover letter

-basic CSF

- draft {abet

- MRIDs 48185201, -02

3 4 e



DATA EVALUATION RECORD

FIPRONIL
CYPHENOTHRIN
S-METHOPRENE
(Sergeant’s Fipronii + Methoprene Squeeze-On for Dogs)

STUDY TYPES: [Product Identity and Composition (OPPTS 830.1550)
Description of Materials Used to Produce the Product (OPPTS 830.1600)
Description of Production Process (830.1620)
Discussion of Fermation of Impurities {OPPTS 830.1670)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Methed {OPPTS 830.1860)
Physical and Chemical Characteristics {OPPTS 836.6302-830.795()

MRIDs 481892-01 and 481892-02

Prepared for
Registration Division
Office of Pesticide Programs
0.5, Environmental Protection Agency
One Potomac Yard
2777 South Crystal Drive
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Environmental Sciences Division
(ak Ridge National Laboratory
(Oak Ridge, TN 37831
Task Order No. 1-43

Primary Reviewer;

Eric B. Lewis, MLS. Signature:
Date:

Secondary Reviewers:

Svlvia Milanez, Ph.D.. D.AB.T. Signafure:
Date:

Robert H. Ross, M.S., Group Leader Signature:
Date:

Quality Assurance:

Kimberly G. Slusher, M.S. Signature:
Date:

Pisclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge Nationai Laboratory managed and operated by UT-Batielle, LLC., for the U.S. Department of Energy under
Contract No. DE-AC05-000R22725.
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DP BARCODE No.: D382788; FILE SYMBOL No.: 2517-RUE; DECISION No.: 438361,
PC Code(s): 129013, 129121, 105402; Action Code: R 310; FOOD Use: No

DATE OQUT: March 1, 2011

SUBJECT: End Use Product Chemistry Review
Product Name: Sergeant's Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs

FROM: Shyam Mathur /%..J? : '}E_}\’{V’\,ﬂ , ) e
Product Chemistry Team Lo ol T

Technical Review Branch / Registration Diviston (7505P)

-~ _
TO: Rosanna Louie / Richard Gebken, PM 10 . —?/j 7 / i
Insecticide Branch / Registration Division (7505F)

Company Name. Sergeant's Pet Care Products, Inc.
Formuiation Type: Insecticide

A INTRODUCTION:

The applicant submitted an appiication for registration of a new non-food use end use product. in support of
the application, the applicant submitted product chemistry data corresponding to guideiine 830 series, group
A & group B (MRIDs 481892-01 and 481882-02). A CSF for a basic formulation {dated 8/11/2010) was
submitted along with the product label. On the advice of the Agency, the registrant submitied a revised basic
CSF and an alternate CSF #1 (both dated 02-28-11) by e-mail on February 28, 2011, The primary review of
the product chemistry data was performed by Oak Ridge National Laboratory, Oak Ridge, TN, USA TRB has
been asked to determine the acceptability of the prodtict chemistry data and the proposed CSF's.

B. SUMMARY OF FINDINGS:

1. Name of Active ingredieni(s): Fipronil {8.8%), S-Methoprene (8.8%}, Cyphenothrin (5.2%)

2. Aii the source materiais for the active ingredients are derived from registered sources:
[X]Yes;, [ INo

3. Ali inert ingredients have been screened by lIAB and found to be approved for the proposed labeled uses
[X] Yes; [ ]No.

4. Confidential Statement of Formuia(s):
[X] Basic - Dated: August 11, 2010;  Re-submitted (email 02-28-11} — Dated: 28 February, 2011
[X] Alternate # 1 - Dated: 02-28-11
is the alternate CSF in compiiance with 40CFR§152.437

[X] Yes, [JNo [ NA

[
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DP BARCODE No.: D382788; FILE SYMBOL No.: 2517-RUE; DECISION No.: 438361;
PC Codefs) 129013, 128121, 105402; Action Code: R 310; FOOD Use: No

5. Product label

a. Ingredient statement. Nominal concentration of Al listed on CSF(s) concurs with product tabel
(PR Notice 91-2)

[X] Yes, if nof, explain below:
Metelic equivalent: | ] Yes [X] NA;
Soluble arsenic: [ 1Yes [X]NA
lsomeric ratios: i ]Yes [X]NA
Acid equivalent: i ]1Yes [X]NA: {name} acid equivalent = xx %
b. Health related sub statements: Product contains?

Pefroleum distillate at > 10%: | ]Yes [X]No [ INA
WMethanol at > 4%.: { 1Yes [X]No [ ]NA

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78 for:
flammability, explosive potential or electric insulator breakdown?
[ ]Yes [X]Nc

Is the sub statement in compliance with PR Notice 97-67 ] Yes, [X] NA; {1 No; if not, explain below:

d. Label requires an additional Storage and Disposal statement: [ ]Yes [X] No; if yes explain below:
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DP BARCODE No.: D382788: FILE SYMBQCL No.: 2517-RUE; DECISION No.: 438361;
PC Code{s}: 129013, 129121, 105402; Action Code: R 310; FOOD Use: Neo

6. Group A. Product Chemistry Data

TRB's determination of the acceptability of the data for the proposed product is listed in the tables below.

Data submitted
Guideline TRE's
No. Study Title Assessment | MRID Nos.
of Data
Yes No
830.1550 Praduct ldentity & Composition X A 48189201
Description of materials used fo
830.1600 preduce the product X A 481882-01
Description of formutation
830.1850 process X A 481892-01
Discussion on the formation of
830.1670 impurities X A 481882-01
830.1700 Preliminary analysis A NA
Standard certified
limits X A
Certified
limits Proposed Limits 451892-01
{158.350) Justification for
wider limits
830.1750
Enforcement analytical method
830.1800 X G

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver Requesi, | = In Progress,
NA = Not Applicable
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DP BARCODE No.: B382788; FILE SYMBOL No.: 2517-RUE; DECI{SION No.: 438361;

PC Code{s): 128013, 129121, 105402; Action Code: R 310; FOOD Use: No

7. Group B:
Guideline | Study Title | Vatue or Qualitative TRB’s MRID Nos,
No. Description Assessment
of Data
830.6303 Physical State Liquid A _1481882-02 |
481892-02
830.6315 Flammability Flashpoint >80°C
Does not contain explosive 481892-02
830.68316 Explodability ingredients NA
Not soluble/dispersible in 481882-02
830.7000 oH water NA
481892-02
! 830.7300 Density {unitg) 1.00 - 1.05 glec A |

A = Acceptance, N = Not Acceptable, G = Data Gap, W = Waiver request, NA = Not applicable,

{ = In progress
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DP BARCODE No.: D382788; FILE SYMBOL No.: 2517-RUE; DECISION No.: 438361;
PC Codels) 129013, 129121, 105402, Action Code: R 310; FOOD Use: No

C.

CONCLUSIONS:

The TRB has reviewed the CSF{s} and product chemistry data for the proposed end use product and has
conciuded:

1.

~

The proposed revised CSF for basic formulation (dated 02-28-11) and the new CSF for alternate
formutation #1 (dated 02-28-11} are accapiable.

The data submitted corresponding to guidelines 830.1600 (description of materials used fo produce the
product), 830.1650 (description of the formulation process), 830.1670 {discussion of the formation of
impurities}, and §30.1750 {certified limits) are acceptable.

No data was submitted for the guideline 830.1800 (enforcement analytical method), this was
considered as a data gap. The registrant is advised to provide a validated enforcement analytical
method for the determination of the three active ingredients in the proposed product. This is a product
specific data and is required to satisfy the product chemistry data requirements.

The product chemistry data submitted corresponding {o guidelines 830.6302 (color), 830.6303
{physical state), 830.6304 {odor), 830.6315 (flammability), 830.7100 {viscosity}, and 830.7300
{density} are acceptable.

No data were submitted for guidelines 830.6317 (storage stabilily) and 830.6320 (corrosion
characteristics). The registrant states that these data will be submitted when the studies are completed.
It is recommended that the observations shouid be made 2t 0, 3, 6, 9, and 12 month infervals.

The proposed [abel was screened as it pertains fo the product chemistry requirements. The finai
review of the proposed label and uses are the purview of the RM team.

. The registrant is advised to revise the ingredient statement on the product label to correct the product

label ctaim for the active ingredient cyphenothrin from 5.0% to 5.2%, so that it concurs with nominal
concentration in the revised basic CSF {(dated 02-28-11}.
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RE: 2517-RUE

Shyam,

Good point. We have spoken with the PM and are planning to send updated labels
to them this week.

Regards,
Jim

————— Original Message-----

From: Mathur.Shyam@epamail.epa.gov Imailto:Mathur.Shyam@epamail.epa.gov]
Sent: Monday, February 28, 2011 3:50 BM

To: James Messina

Subject: Re: 2517-RUE

Thanks James. You may have to revise the product label also for
cyphenothrin to 5.2% and adjust the amounts of Other ingredients.

shyam

Shyam Mathur, Ph.D

Product Chemigtry Team Leader

Technical Review Branch/Registration Division
OPP / USEPA

703-308-9374

From: "James Messina' <jmessina®exponent.coms

To: Shyam Mathur/DC/USEPA/US@EPA

Ce: "Kelly Hoskins" <XHoskins@SERGEANTS.coms>, "Matthew Feinberg”
<mfeinberg®exponent.com>, "Paulina Do" <pdo@exponent.coms,
"Ryan Weidling" <rweidling®exponent.com>

Date: 02/28/2011 03:36 PM

Subiject: 2517-RUE

Shyam,

As regeusted today, please find attached updated CS8F‘s (Basic and
Alternate #1) for 2517-RUe {Sergeant’s Fipronil + Cyphenothrin +
Methoprene Sgueeze-0On for Dogs. We have separated the CSF into a Basic
and Alternate #1 as per EPA policy. Additionally, we have updated the
percentage of cyphencthrin from 5.0% fte 5.2%. This change was already
aprroved by EPA for 2517-140 and should also be acceptable for 2517-RUG.

If you have any guestions, please contact me.
Best Regards,

James Messina

Senior Managing Regularory Consultant

Exponent

Center for Chemical Regqulation and Food Safety
1150 Connecticut Avenue, N.W.

Suite 1100
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Decision #: 438361

DATA PACKAGE BEAN SHEET DP #: (382790}
Date: 05-Oct-2010 PRIA
Page T of 3
Parent DP #:

. . . Submission #: 880182
*** Registration Information * **

Registration: 2517-RUE - SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPRENI

Company: 2517 - SERGEANT'S PET CARE PRODUCTS, INC..

Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PYt 5-7237

Risk Manager Reviewer. Rosanna Louie RLOUIE

Sent Date: . Calculated Due Date: 23-Mar;2_0tt Edited Due Date:

Type of Registration: Product Registration - Sectian 3
Action Desc: £R31 0) NEW PRODUCT;NON-FAST TRACK (INCLUDES RE\HEWS_OF PRO[_)UCT CHEMIST

Ingredients: See page 3

* ** Data Package Information * * *

Expedite: {} Yes @ No Date Sent: 05-Qct-2010 Dug Back:

DP ingredient: See page 3

DP Title: #2517-RUE Companion Animal Safety Review

CSF Included: @ Yes {) No Labe! Included: @@ Yes () No Parent DP #:

//.

Assigned To Dateln Date Qu

/.
Organization: RD /TRB Last Possible Science Due Date: 21-Feb-2011 //

Team Name: TOX Science Due Date:

Reviewer Name: N ~ o _ _ Sub Data Package Due Date:

Cantractor Name:

** * Studies Sent for Review ** *

Printed on Page 2

* ** Additional Data Package for this Decision * **

Can be printed on its own page

*** Data Package Instructions * **

Aftn TRB/TOX: Please conduct a companion animal safety review of the attached package in support of the proposed product. Contact
Rosanna Louie-Juzwiak at 308.0037 with any questions,

Aftachments:
- cover letter
- basic CSF
- draft labal
- data matrix
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OP#: (382790
——

Page 2
* ** Studies Semnt for Review ***

P

Dacision# {438381)

43444905
43121110

43121111

461686108
43863802

47848609

43577711
48129614

43121111

43121110

43444905

43863802

Schwartz, E. {1994) Domestic Animal Safety Study of RM1601C
Topical Spray {Frontline Spray Treatment) in Juvenile Dogs: Lab
Project Number: 94423 PS-232DAS. Unpublished study
prepared by White Eagle Toxicology Labs, 171 p.

Arnaud, J.; Consalvi, P. {1993) Assessment of Tolerance of a
3.25% RM 1601 Spray Formulation in Dogs at 3, 9, and 15 mikyg
When Applied 6 times to the Haircoat at 28 Day intervals:
Revised: Lab Project Number CLI138. Unpublished study
prepared by Rhone Merteux, Inc. §9 p.

Arnaud, J.; Consalvi, P. {1983) Domestic Animal Safety:
Assessment of the Tolerance of a 0.25% RM 1601 Spray n
Nursing Puppies Administered Twice at 2 28 Day Interval at a
Dose Rate of 6 milkg: Revised: Lab Project Number CLI 180,
Unpublished study prepared by Rhone Merieux, Inc. 32 p.

Kuhn, J. {2003) Companion Animal Safety Study in Dogs:
Cyphenothrin-[GR Spot-on for Dogs: Final Report. Project
Number: 7650/03. Unpublished study prepared by Stillmeadow,
Inc. and Miller, Thomas A. 53 p.

Powell, L., Paffett, R. {1995) Domestic Animal Safety Study by
Topical Administration to Dogs: Fiprondl Spot Treatment (RM
1801EY Lab Project Number: MRX 23/950408. Unpublished
study prepared by Huntingdon Research Centre, Lid. 218 p.
Delport, P. {2008} Companion Animat Safety Evaluation on Dogs
of Spot-Cn Products Containing Muitiple Toxicants and insect
Growth Regulators: Final Repart. Project Number: 25617FEGEN,

CVIDBMH51. Unpublished study prepared by Clin Vet Intemational.

129 p.

Walker, K. {1995} Discussion in Support of Bridging Domestic
Animal Safety Data on Frontline Spray Treatment to Frontline
Spot Treatment Data Package. Unpublished study prepared by
Rhone Merieux, Inc. 6 p.

Haskins, K. {2010} Companion Animat Safety for Sergeant's
Fipranit + Cynhenothrin Squeeze-On for Dogs. Project Number:
SERGEANTS/06/10/06. Unpublished study prepared by
Sargeant’s Pet Care Products, Inc. 39p.

Amaud, J.; Consalvi, P. {1993} Domestic Animal Safety:
Assessment of the Tolerance of a 0.25% RM 1601 Spray in
Nursing Puppies Administered Twice at a 28 Day Interval at a
Dose Rate of 6 mlikg: Revised: Lab Project Number CLI 180.
Unpublished study prepared by Rhone Merdeux, Inc. 32 p.
Arnaud, J.; Consalvi, P. {1983} Assessment of Tolerance of a
0.25% RM 1601 Spray Formulation in Dogs at 3, §, and 15 mlfkg
When Applied 6 times to the Haircoat at 28 Day Intervals:
Revised: [ab Project Number CLI38. Unpublished study
prepared by Rhaone Merieux, inc. 89 n.

Schwartz, E. (1994} Domestic Animal Safety Study of RM1601C
Topical Spray {Frontiine Spray Treaiment) in Juvenile Dogs: Lab
Project Number, §4423; PS-2320A8. Unpublished study
prepared by White Eagle Toxicology {.abs. 171 p.

Powell, L.; Paffelt, R. (1895) Domestic Animal Safety Study by
Topical Administration to Dogs: Fipronil Spot Treatment {RiM
16G1E}): Lab Project Number: MRX 23/950406. Unpublished
study prepared by Huntingdon Research Centre, Lid. 219 p.

870.7200/Companion animal safety

8§70.7200/Companion animal safety

870.7200/Companion animal safety

870.7200/Companion animal safety

870.7200/Companton animal safety
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: Page 3 ;
UP#; (382790} *** product and Data Package Ingredients * * * Decision#: {438361)
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1120013 pe515407  [Cyphenothrin
120121 [120068-37-3 {Fipronil

{29121 [120068-373 [Fipronit(3.8%)
[105402 6733166 {5 Sethoprene (8.8%)

[1 29013 ]3951 5.40.7 {Cyphenathring5%)



Decision #: 438361

DATA PACKAGE BEAN SHEET DP #: (382789)
Date: 05-Oct-2010 PRIA
Page 1 of 3

Parent DP #:

Submission #: 880182
* ** Registration Information * * *

Registration: 2517-RUE - SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPREN!
Company: 2517 - SERGEANT'S PET CARE PRODUCTS, INC.

Risk Manager. RM 10 - Richard Gebken - {703} 305-6701 Room# PY1 S-7237

Rigk Manager Reviewer. Rosanna Louie RLOUIE

Sent Date; o Calculated Due Date: 23-Mar-2011 Edited Due Date:

Type of Regigiration: Produc! Registration - Section 3

Action Desc: (R310) NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST

Ingredients: See page 3

*** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 05-Oct-2010 Due Back:

DF Ingredient: See page 3

DP Tile: #2517-RUE Acute Toxicity Review

CSF Included: @ Yes () No Label Included: @ Yes {) No ParentDP#
Assigned To _ Date In Date Out /
Organization: RD / TRB t.ast Possible Science Due Date: 21-Feb-2011
Team Name: TOX o - _ Science Due Date:
Reviewer Name: o o e SubDataPackage DueDale:
Contractor Name:

* ** Studies Sent for Review * * *

Printed on Page 2

** > Additional Data Package for this Decision ***

Can be printed on ifs own page

** * Data Package Instructions * * *

Altn TRB/TOX: Please conduc! an acute toxicity review of the attached package in support of the proposed product. Contact Rosanna
Louie-Juzwiak at 308.0037 wilh any questions.

Attachments:
- cover letter
- basic C5F
- draft label
- data matrix
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Page 2 :
LDP#: (382789) * * * Studies Sent for Review * ** Deciston#: (438361)

e

H gy
48128604

Leoni, A. {2010} Acute Dermal Toxicity (Limit Test} with Dog 870.1000/Acute Toxicity
Products {in Rats): Final Report. Project Number: 100138B. testing -background
Unpublished study prepared by BSL Bioservice Scientific
Laberatories Gmbh. 34 p.
458120603 Leoni, A (2010} Actte Grat Toxicity Up and Down Procedure with  870.1100/Acute Oral Toxicity
Dog Products {in Rats) Finat Report. Project Number: 1001378,
Unpublished study prepared by BSL. Bioservice Scientific
Laboratories Gmbh. 45 p.
48129608 Stetter, D. (2010} Test for Sensitization (Guinea Pig Maximisation 870.2600/Skin sensitization
Test) with Dog Products (in Guinea Pigs): Final Report. Project
Number 100141B. Unpublished study prepared by BSL
Bioservice Scientific Laboratories Gmbh. 41 p.
48129606 Ahua, V. {2010) Acute Eye [rritation/Corrosion with Dog Products  870.2400/Acute eye irrtation
{n Rabbits}. Final Report. Project Number: 1401408,
Unpublished study prepared by BSL Bioservice S¢ientific
Laboratories Gmbh, 33 p.
43123607 Ahuja, V. (2010) Acute Dermal Irritation/Cerrosion with Dog 870.2500/Acute dermal irritation
Products {(in Rabbits): Final Report. Project Number: 1001388
Unpublished study prepared by BSL Bioservice Scientific
Laboratories Gmbh. 28 p.
48125604 Leoni, A. (2010} Acute Permal Toxicity (Limit Test} with Dog 870.1200/Acute dermai toxicity
Products {in Rats): Final Report. Project Number: 1001388,
Unpublished study prepared by BSL Bioservice S¢ientific
Laboratories Gmbh. 34 p.
43129605 Hoskins, K. {2010) Waiver Reguest of Requirement for Further 870.1300/Acute inhalation toxicity
Testing for Acute inhalation Toxtcity for Following Sergeant's
Products: Sergeant’s Fipronil + Cyphenothrin Squeeze-On for
Dogs, Sergeant's Fipronil + Cyphenothrin + Methoprene
Squeeze On for Dogs, Sergeant’s Fipronil + Cyphenothrin + Nyfar
Squeeze-On for Dogs, Sergeant's Fipronil + Nylar Sgueeze-On for
Dogs, Sergeant's Fipronil + Etofenprox Spot-On for Cats,
Sergeant's Fipronil + Etofenprox + Methoprene Spot-On for Cats,
Sergeant's Fipronil + Etofenprox + Nylar Spot-On for Cats,
Sergeant's Fipronil + Nylar Spot-On for Cats. Project Number
SERGEANTS/6/10/05. Unpublished study prepared by
Sergeant's Pet Care Products, Inc. 65,
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OP# (382789)

Page 3
*** Product and Data Package Ingredients ***

Decision#; (438381}

[20013  Pos16-407 Iyphenothrin
haet2t  }120068-37-3 [Fipronil

28121 1120068-37-3 [Fipronii(3.8%)
1105402 95733.166 [S-Methoprene(8.8%)
{12013 [39515-40-7 [Cyphenothrin{5%)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

\1295?4)..6 ) - .
é,,“"‘ "‘-Yi WASHINGTON, D.C. 20460
: V7 o
% M
Vrg, e QFFICE OF CHEMICAL SAFETY

AND POLLUTION PREVENTION

February 15, 2011

MEMORANDUM

Subject:

From:

To;

Registrant:

Name of Pesticide Product: SERGEANT’S FIPRONIL + CYPHENOTHRIN
+ METHOPRENE SQUEEZE-ON FOR DOGS
EPA Reg. No. /File Symbol: 2517-RUE

DP Barcodes: DI 382789, 382790
Decision No.: 438361

Action Code: R310

PC Codes: 129121 {Fipronil: 9.8%)

129013 (Cyphenothrin: 5.0%})
105402 (S-Methoprene: 8.8%)

o~
Byron T. Backus, Ph.D., Toxicologist (-5 ) { QLV:?\\#‘
Technical Review Branch {.{:e_\'ﬂ a2 ;s
Regisiration Division (7505P) (Mw
Rosanna Loiue-Juzwiak/Richard Gebken RM 10
Insecticide Branch

Registration Division (7505P)

SERGEANT’S PET CARE PRODUCTS, INC.

FORMULATION FROM LABEL:

Active Ingredient(s): by wt.
129121 Fipronil 9.8%
129013 Cyphenothrin 5.0%
105402 (S)-methoprene 8.8%
Other Ingredient(s): 76.4%

TOTAL 100.0%

ACTION REQUESTED: The Risk Manager requests:

For DP 382789 “...Please conduct an acutc toxicity review of the attached package in support of
the proposed product...”

Page 1 of 4
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For DI 382790: *...Pleasc conduct a companion animal safety review of the attached package in
support of the proposed product...”

BACKGROUND:

The material reccived for revicew includes a data matrix, a CST (dated 8/11/2010) and a proposed
label for this product, indicating use on adult dogs and puppies 12 weeks old and older.

COMMENTS AND RECOMMENDATIONS:

I. The five cited acute toxicity studies (48129603, 48129604, 48129606 — 48129608} were
conducted on a formulation containing as aclive ingredients: Fipronil (9.8%), (S)-Methoprene
(8.5%), Cyphenothrin {5.5%) and Pyriproxyfen (2%). The studics were previously classified as
acceptable (TRB memorandum dated November 23, 2010 for 2517-RUN), and can be used to
support the registration of 2517-RUE. The signal word is WARNING, based on the ¢ye
irritation potential (MRID 48129606),

2. The material in the inhalation waiver request in MRID 48129605 is applicable to 2517-RUE,
Refer 1o the TRB memorandum dated November 23, 2010 for 2517-RUN which states: “Based
on the amount of formulation applicd (0.5-4.5 mL), the packaging of these products (single-usc
containcrs or ampoules), the non-volatile nature of the formulations, and the application method
{dircctly to the skin of the dog or cat) which docs not result in any respirable particles, TRB
concludes that a waiver for the acute inhalation study requircment is appropriate, and that these
products can be assigned to EI'A Toxicity Category [V by this exposure route.”

3. The proposed label dosage rates for 2517-RUE are 0.67 ml. for dogs up to 22 ibs; 1.34 mL
for dogs 23-44 ibs; 2.68 ml. for dogs 45-88 Ibs; and 4.02 mL for dogs 89-132 Ibs. The cited
companion animal safety studies include MRID 47849609, in which six Group A2 puppies were
treated with S applications of substance [A (containing 8.2% cyphenothrin and 9.8% fpronil)
and 5 applications of substance II (55.16% etofenprox, 8.78% methoprene and 2.31%
pyriproxyfen). The mean total dosc was 1.84 (range: 1.79-1.88) mL/kg for test substance 1A and
6.88 (range: 6.69-7.05) mL/kg for substance II. Group B2 adults were treated with 5 applications
of substance IA and 5 applications of substance IH (8.90% methoprene, 2.43% pyriproxyfen).
The mean total dose was .395 (range: 0.352-0.443) mL/kg for substancc IA and 0.395 (range:
0.352-0.443) mL/kg for substance I1i. The proposed label dosage rates for 2517-RUE are 0.67
mL for dogs up to 22 lbs; 1.34 mL for dogs 23-44 lbs, 2.68 mL for dogs 45-88 Ibs; and 4.02 mL
for dogs 89-132 lbs. Assuming that the test substances and proposed product have a specific
gravity = 1.0, the puppies werce treated with means of 151 mg cyphenothrin/kg, 180 mg
fipronil/kg, and 604 mg methoprene/kg. Dividing these values by 5 would give 30.2 mg
cyphenothrin/kg, 36 mg fipronil/kg and 120.8 mg methoprene/kg. In terms of the formulation
for 2517-RUT these values would be 0.604, 0.367, and 13.73 mL/kg, respectivcly, indicating that
0.67 mL would be acceptablc for puppies weighing 1.83 {0.67 mL divided by 0.367 mL/kg) kg
or more. 1.83 kg is 4,03 Ib, so (applying a 5X safety factor) we can accept the data for dogs
weighing 4 pounds or more. The cited companion animal safety studies adequately support the
usc of this product on dogs and puppics 12 wecks old or older,  Labeling should indicate a
minimum weight of 4 Ibs for degs or puppies.

Page 2 of 4
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4. The following is the acutc toxicity profile for Sergeant’s [“ipronil + Cyphenothrin -+
Methoprene Squecze-On for Dogs (EPA File Symbol 2517-RUE), bascd on the results of the
acute toxicity studies:

Acute oral toxicily 111 Cited MRID 48129603
Acufe dermal {oxicity 1 Cited MRID 48129604
Acute inhalation toxicity  (IV) Waived (MRID 48129605)
Primary eye irritation I Cited MRID 48129606
Primary dermal irritation IV Cited MRID 48129607
Dermal sensifization Posttive Cited MRID 481296068

5. Based on the acute toxicily profile above, and taking into consideration the proposed uses
specificd on the label and information in the CSF, the following would be the precautionary and
first aid labeling for EPA File Symbol 2517-RUN [Sergeant’s Fipronil + Cyphenothrin Squeeze-
On for Dogs] as obtained from the Label Review System:

PRODUCT 1D #: 002517-00142
PRODUCT NAME: SERGEANT’S FIPRONIL + CYPHENOTHRIN SQUEEZE-ON FOR DOGS

PRECAUTIONARY STATEMENTS
SIGNAL WORD: WARNING

Hazards to Humans and Domestic Animals:

Restricted Use Pesticide due to toxicity categories. For retail sale o and use only by Certified Applicators
or persons under their direct supervision and only for those uses covered by the Certified Applicator's
certification. Child Resistant Packaging Requircd.

Causes substantial but temporary eve injury. Harmful if absorbed through skin. Harmful if swallowed. Do
not get in eyes or on clothing. Wear protective eyewear {goggles, face shield, or safety glasses). Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco. Remove and wash contaminated clothing hefore reuse. Avoid contact with skin, Wear iong-
steeved shirt and long pants, socks, shoes, and gloves.

Prolonged or frequently repeated skin contact may cause allergic reactions in some individuals.
First Aid:

if in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remaove contact lenses, if present, after the first 5 minutes, then continie rinsing.
-Call a poison control center or doctor for treatment advice.

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-28 minutes.
-Call & poison controt center or doctor for treatment advice,

If swallowed:
-Call a poison control center or doctor immediately for freatment advice.

-Have person sip a glass of water il able to swallow.
Page 3 ol 4
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-De not induce vomiting unless told to by a poison control center or doctor.
-Do not give anything to an unconscicus person.

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed label should contain a "Note to
Physician”, The following statements are suggested types of information that may be included, if
applicable: - technical information on symptomatology; - use of supportive treatments to maintain life
functions; - medicine that will counteract the specific physiological effects of the pesticide; - company
tetephone number to specific medical personne!l who can provide specialized medical advice.

Have the product container or label with you when calling 2 poison control center or doctor or going for

freatment. You may also contact 1-800-sox-xxxx for emergency medical treatment information.

According to the LRS, this product is a candidate for restricted use because it is in Toxicity
Category [l for eye exposure. However, TRB concludes that, based on the packaging (in

ampules) and proposed product use (direct application to the skin of dogs or cats), the risk of eye

exposure is adequately reduced, and a restricted use classificalion 1s not necessary.

6. The CS¥ (dated 8/11/2010) for 2517-RUE should also be reviewed and accepted by the TRB

Chemistry Team.

Page 4 of 4
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Decision #: 438361

DATA PACKAGE BEAN SHEET DP #: (382791)
Date: 05-Oct-2040 PRIA
Page 3 of 3 Parent DP #:

. . . Submission #: §80182
v *** Registration Information * * *

Registration: 2517-RUE - SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPREN]
Company: 2517 - SERGEANT'S PET CARE PRODUCTS, INC.

Risk Manager: RM 10 - Richard Gebken - (703) 3056701 Room# PY1 §-7237

Risk Manager Reviewer: Rosanna Loufe RLOUIE o

Sent Date: A Calculated Due Date: 23-Mar-2011 Edited Due Date:

Type of Registration: Product Regisiration - Section 3

Action Deser (R310) NEW PRODUCTNON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIS?

Ingredients: See page 3

*** Data Package Information ***

Expedite: () Yes @@ No Date Sent: 05-Oct-2010 Due Back:

DP ingredient: Sse page 3

DbP Title: #2517-RUE: CRP Review

CSF included: @ Yes (3 No Label Included: 4 Yes {3} Na Parent DP #:
Assigned To Date In Date Out
Organization: RD / TRB O / g / % 12123 \ VO Last Possible Science Due Date: 21-Feb-2011
Team Name: Child Resistant Packaging Science Due Date:
Reviewer Name: .. SubDataPackageDueDate:
Contractor Name:

** * Studies Sent for Review ***

Printed on Page 2

*** Additional Data Package for this Decision ** *

Can be printed on its own page

* ** Data Package Instructions ** *

Altn TRB/CRP: Please conduct a CRP Packaging review of the attached package in support of the propased product. Contact Rosanna
Loute-Juzwiak at 308.0037 with any questions.

Altachments:

- cover letter

- letter for CRP certification {including cited studies)
- letter for CRP informalion

- basic C5F

- drafi label

- data malrix

NOTE: with regards to CRF review, there is 1o greater toxicity from cyphencthrin or s-methdprene expasure {i.e., does not trigger need for CRP}
that would exceed that of fipronit.
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Fage 2
DP#: (382781} * ¥ * Studies Sent for Review > * ¥ Decision#: (438361)

1
Ward, R. (2010) Evaluation of the Dog Squeeze on 0.67mi White
Applicator with Orange Labe! Indicator {3x), Scissors to Open -
F=1 as a Poison Prevention Package for Sergeant's Pet Care
Products, Inc.: Final Report. Project Number: 1746/002.
Unpublished study prepared by Perritt Laboratories, inc. 28 p.
48059804 Ward, R. (2010) Evaluation of the Dog Squeeze on 1.34ml White
Applicator with Green Label Indicator (3x), Scissors to Open - F=1
as a Poison Prevention Package for Sergeant's Pet Care
Products. Inc.: Final Report. Project Number: 1746/003.
Unpublished study prepared by Perritt Laboratories, Inc. 28 p.
48059805 Ward, R {2010) Evaluation of the Dog Squeeze on 2.58ml White
: Applicator with Red Label Indicalor {3x), Scissors to Open - F=1
as a Poison Prevention Package for Sergeant's Pet Care
Products. Inc.: Final Report. Project Number; 1746/004.
Unpublished study prepared by Perritt Laboratories, Inc. 28 o
480598086 Ward, R. (2010} Evaluation of the Dog Saueeze on 4.02mi White
Applicator with Blue Label Ingicator {3x}, Scissors to Open - F=t
as a Poison Prevention Package for Sergeant's Pet Care
Products, Inc.: Final Report. Project Number: 1746/005.
Unpublished study prepared by Perritt Laboratories, inc. 28 p.

48059803
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DP#: (382791

Page 2
** * Product and Data Package Ingredients * **

Decision#: (438361}

{S-Methoprene

fi25013 ]3951 5-40-7 ICyphenothrin
j129121 120068373 Fipronil

1129121 }1'2'0{'}68-3?-'3' [Fipronil{9.8%)
{108402 165733165 IS Methoprene(8.8%)
f2g013  pas15407 [Cyphenothrin(5%}
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UNITED STATES ERVIRCGNMENTAL PROUTHCTION AGENCY
WASHINGTOM, DO 268

OGUTHCE OF CIHEMIC AL SAYETY
AND FOTEVTION PREVENTHON

December 23, 2010
NOTE TO RM 10 Rosanna Louie-Juzwiak

SUBJECT: Certification to Compliance with Child-Resistant Packaging Regulations
EPA FILE NO: 2517-RUE, DP 382791, Decision # 438361

The August 11, 2010 CRP certification and bridging letter (indicating the same size
and color package as package tested) for EPA Registration No. 2517-RUE are
acceptable. The August 11, 2010 label for EPA Registration No. 2517-RUE has the
same CRP directions as were used in the CRP testing.

All the requirements for CRP have been met for EPA Registration No. 2517-
RUE. The directions on opening the package given to consumers must be identical
to those given to the seniors during testing.

Should any human experience/epidemiological evidence indicate a problem once
the product is in the marketplace, the Agency reserves the right to reexamine this data
comprehensively and to question the child resistance of the package invoived.

Thank you for your cooperation i this matter. if you have any questions please
contact me at (703)-308-7368.

Rosalind L. Gross
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Sergeant’s Pet Carve Products, inc.

2625 South 158th Plaza « Omaha, NE 68130-1770 « Telephone 402.938.7000 = Fax402.938.70M » www.sergeams.com
’:}’ Voo Fle s
August 11,2010

Richard Gebken, PM10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk

Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: Child Resistant Packaging Certificafion
Sergeant’s Fipronil + Cyphenothri + Methoprene Squeeze—On for Dogs
EPA File Symbol 2517-NEW £~

Dear Mr. Gebken:

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32,
including the revised standards in 16 CFR 1700.135(b), when tested by the revised testing
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995):

e Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs (EPA File
Symbol 2517-REW)
wUE

Sergeant’s Pet Care Products, Inc. (Sergeant’s, 2625 South 1588 Plaza, Omaha, NE 68130-1770,
EPA Company Number 2517) is submitting this child resistant packaging certification o support
for the new end-use product for Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On
for Dogs (EPA File Symbol 2517-NEW). All product labels have language specifying the use of
scissors to open the product container and label language stating the product is not to be applied
by children.

If vou have any questions, please contact me at 402-938-7079.

Sincerely, | |
Mib(t P teskh / ZAT
Kelly R."Hoskins |

Manager of Technical Affairs

cc: Larry Nouvel
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Laring for pets siteg 1868

Sergeant’s Pei Care Products, Ine.

2625 South 158ih Plaza = Omaha, NE68130-1770 = Teieplione 402.93B.7000 = Fax 402.938.709%1 « www.sergeants.com

August 11, 2010 ptl
\g{f?

Rosalind Gross

c/o Richard Gebken

Registration Division

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk

Room S-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: Child Resistant Packaging Support
Sergeant’s Fipronil + Cyphenothnn + Methoprene Syueeze-On for Dogs (EPA
File Symbol: 2517-NEW) Qu®

Dear Ms. Gross:

Sergeant’s Pet Care Products, Inc. (EPA Company Number 2517) is submitting a request to rely
on previously submitted Child Resistant Packaging (CRP) studies to support this new
registration. The CRP data were submitted to EPA on April 12, 2010 in support of the pending
registration applications under EPA File Symbols: 2517-RGT, 2517-RGA, 2517-RGL, and
2517-RGU (all of which contain Fipronil at 9.7-9.8%).

Sergeant’s generated CRP data on a standard white applicator in sizes 0.5, 0.67, 1.34, 2.68, and
4.02 mL. The following is a summary table of the applicators that were tested and submitted to
EPA in the CRP data:

Use Applicator Base Color Fill Weight (mL) Color
Dog Up to 22 1bs ‘White 0.67 Orange v |
Dog 23-44 Ibs White 1.34 Green v/
Dog 45-88 Ihs White 2.68 Red
Dog 89-132 Ibs White 402 Blue +
Cats All Weights White 0.50 Purple s

CRP data is required for this new product because of the inclusion of the active ingredient
fipronil (9.8%) in the pet squeeze-on product. The CRP testing was conducted on a standard
package size and color configuration for a product containing fipronil {9.8%). The Sergeant’s
Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs product being submitted today also
contains fipronil at 9.8%. Additionally, Sergeant’s already has dog squeeze-on products
approved by EPA contaming 20-30% cyphenothrin (EPA Registration Numbers 2517-127
through 2517-132) that are not subject to CRP. This new product contains 5% cyphenothrin and

57




Crrdng for pots since 1868

Sergeant’s Pat Care Produsis, Inc,

2625 South 158th Plaza » Omaha, NE 68130-1770t < Teiephonre 402.938.7008 » Fax402.938.7091 « www.sergeanis.com

8.8 % methoprene. Additionally, there are EPA registered products containing s-methoprene,
none of which are subject to CRP.

Furthermore, Sergeant’s does not anticipate any additional toxicity through the combination of
fipronil, cyphenothrin and methoprene. When Sergeant’s Fipronil + Cyphenothrin + Methoprene
Squeeze-On for Dogs is marketed, 1t will have the same applicator color (white) and fill weight
colors per mL fill weight as was used in the submitted and referenced CRP testing. Based on
available information, the density range of the pending produets on which the CRP data were
generated is the same as th¢ new product (1.0-1.5 gr/te). Therefore, Sergeant’s is relying on
MRID’s; 48059803, 48059804, 480598035, and 480398006 to fulfill the CRP data reguirements
for Sergeant’s Fipronil + Cyphenothiin + Methoprene Squeeze-On for Dogs.

If you have any questions, please contact me at 402-938-7079.

Sincerely,

Wil P Hogley J2ar

Kelly R. Hoskins
Manager of Technical Affairs

cc: Larry Nouvel

-2
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Company:

Risk Manager:

Risk Manager Reviewer:
Sent Date:

Type of Registration:
Aclion Desc:

ingredients:

Expedite:

DP Ingredient:

Decision #: 438361

DATA PACKAGE BEAN SHEET DP #: (382792)
Date: 05-Oc¢t-2010 PRIA
Page 1 of 3 Parent DP #:

Submission #: 880182
* * * Registration Information > * * Isston

2517 - SERGEANT'S PET CARE PRODUCTS, INC.

B_,M 10 - Richard Gebken - {703) 305-6701 Room# PY t 5-7237

Calculated Due Date: 23-Mar-2011

Edited Due Date:

Product Registration - Section 3

(R310) NEW PRODUCT:NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMIST

Seepage3

*** Data Package Information ***

(> Yes @ No Date Sent: 05-Oct-2010 Due Back:

See page 3

CP Titie: #2517-RUE: Efficacy Review .
CSF included: () Yes P No Label included: @@ Yes {3 No Parent DP #
Assigned To Date In Date Qut

Last Possible Science Due Date: 21

Reviewer Name:

Contractor Name:

Attn Efficacy Reviewer:

Science Due Dale:

Sub Data Package Due Dale:

* * * Studies Sent for Review * * *

Printed on Page 2
** * Additional Data Package for this Decision * **

Can be printed on its own page

** * Data Package Instructions * * *

Please conduct an efficacy review of the attached package in support of the proposed preduct. Contact Rosanna

Lovie-Juzwiak at 308.0037 with any questions.

Attachments:
- cover letter
- draft iabel

- data matrix
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. Page 2
DP#: (382792} * * * Studies Sent for Review ™ * * Decision#t: {438361)

45620501

Pengo, G.; Polimeier, M.; Barrick, R. (2000} An Eficacy Study of
Frantline Spray, Frontline Top Spet, and ML-2,085,938 509T, for
the Treatment and Control of Trichodectes canis in the Dog: Final
Report: Lab Project Number: PR&D 0022101, PR&D 00221,
Unpublished study prepared by Centro Veterinario Oriolo. 24 p.
{OPPTS 810.3300}
43121114 Everett, R.; Cunningham, J. {1993} A Dose Titration Study to
Determine the Optimal Spray Concentration of RM 1801 for Long
Term Control of the Caf Flea Ctenocephalides felis and the Brown
Dog Tick Rhipicephalus sanguineus in the Doy: Revised: Lab
Project Number: RMD 282: P/214LT. Unpublished study prepared
by Agresearch Consuliants. 53 p.
45612701 ) Ahmed, Z. {2002} Study Summaries: Frontiine Plus For Dogs.
Unpublished study prepared by Merial. 40 p.
46298501 . Miller, T. {2003} Effect of Shampoo After Treatment with 810.3300/Treatments to cantro!
Cyphenothrin Squeeze-on on Efficacy against Adult Cat Flease pesis of humans and pets
{Ctenocephalides felis), Adult Brown Ticks (Rhipicephalus
saguineus) on Dogs: Analysis of Data and Conclusions. Project
Number: MS/20D. Unpublished study prepared by Sharp
Veterinary Hospital and Vetoguinol N.A.. Inc. 15 p.
431211148 Cruthers, L. {1893} Product Performance: A Dose Confirmation
Study to Verify the Optimal Spray Concentration of RM 1601 for
Long Residual Control of the Cat Flea {Ctenocephalides felis) and
the Brown Dog Tick {Rhipicephalus sanguineus) in the Dog:
Revised: Lab Project Number: 5251: P/215LT. Unpublished study
prepared by Professional Labs and Research Services, Inc. 51
B.
43121116 Everett, R.; Cunningham, J. {1993 A Comparative Evaluation of
Two Treatment Regimes Using RM 1801 Spray for Contred of the
Cat Flea Ctenocephalides felis on the Dog: Revised: Lab Project
Number: RMD 652: P/222LT. Unpublished study prepared by
Agresearch Consultants, Inc. 40 p.
48129610 Sharp, M. (2008) Immediate Efficacy of a Combined Application of 810.3300/Treatments to controd
Frontline Plus with Cyphenothrin as a Sgueeze-On Against Fleas  pests of humans and pets
{Ctenccephalides felis) and Ticks {Rhipicephalus sanguineus) on
Daogs: Analyses of Data Conclusions. Project Number: MS/164/D.
Unpublished study prepared by Sharp Velerinary Research. 24 p.
43121117 - McCall, J.; McTier, T. {1993} Laboratory Evaluation of RM 1601
Spray for Conlrol Dermacentor vaniabilis and Rhipecephalus
sanguinaus on the Dog: Lab Project Number: RMITKS/A3ML:
PS5/229LT. Unpublished study prepared by TRS Labs, Inc. 18 p.
45620505 Gaxiola, 8.; Alva, R.; Irwin, J. (2001) PR & D £052301: Frontline
Spray/Frontline Spot-On/ML-2, 095, 988
505T/Dogs!Salution/Topical: Final Report: Lab Project Number,
PR&D 0052301, PRAD 00523, Unpublished study prepared by
University of Sinaloa. 40 p. {OPPTS 810.3300}
48189203 : Mitler, T. {2009} Dose Titration with S-Methoprene Squeeze-On on 810.3300/Treatments to control
Dogs Measuring Flea Egg Sterilization: Analyses of Data and pests of humans and pets
Conclusions. Project Number: MS/172D. Unpublished study
prepared by Sharp Velerinary Research. 42 p.
AB129611 Sharp, M. (2010) Immediate Efficacy Following Application of 810.3300/Treafments to contro!
Frontline with Cyphenothrin Sgueeze-On Against Fleas pests of humans and pets
{Ctenocephalides felis) and Ticks {Rhipicephalus sanguineus) on
Dogs: Analyses of Data Conclusions. Project Number: MS/183D0.
Unpublished study prepared by Sharp Veterinary Research. 29p.
43121118 Evereft, R.. Cunningham, [ {1993) An lnvestigation Study to
Evaluate the Effect of Bathing of Laboratory Dogs on the Efficacy
of RM1801 Spray: Revised: Lab Project Number: RMD 592:
Pf220LT. Unpublished study prepared by Agresearch
Consultants, Inc. 43 p.
45620504 : Marchiondo, A, (2001) PR & D 0024101 Frontiine Spray/Fronthne
Spot-On/ML-2, 085, 988 509T/Dogs/Solution/Topical: Final
Repart: Lab Project Number: PRAD 0024101 PRE&D 00241,
Unpublished study prepared by Stillmeadow, Inc. 28 p. {OPPTS
810.3300}
45866802 MeCall, 4., Adva, R; frwin, [, et al. (2002} A Study to Evaluale the
Efficacy of Frontline Plus for Control of Mosguitoes, Aedes
aegypti, on Doags: Final Report: Lab Project Number: PRAD
0055201 Unpublished study prepared by TRS Labs, Inc. 24 p.
{OPPTS 810.3300}
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: : Page 3 ;
" DP#: (382792} *** Product and Data Package Ingredients > * * ' Decision#: (438361

it 26073 ]395154&)_7 ICyphenothrin
[129121  |120068-37-3 FFipronit

]1 29421 ]1 20066-37-3 [Fipronil(9 8%
j1os402 565733—16-6 i5-Methoprene(8.8%)

it 29013 [3951 5-40-7 Cyphenathrin{5%)



Efficacy Review
Date:

Efficacy Reviewer:

Risk Manager Rev.:

Products:
EPA Reg. #:
AL’s:
Decision #s:
DP #s:
Submission:

MRIDs:

GLP: -

MRID 48129609

December 6, 2010

Clayton Myers, Ph.D., Entomologist, RD-1B
mycrs.clavioni@epa. gov N
703-347-8874

AV
.

Rosanna louie

Scrgeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-on for Bogs
2517-RUE

Fipronil {9.8%), Cyphenothrin (5.0%), S-Methoprene (8.8%)

438361

382792

R3H), New Products, RD Science Review

Submitted: 48120609, 48120610, 48129611, 48129612, 48129613,
48189203

Cited: 43121114, 43121115,43121116,43121117,43121118,
43121122, 43577712, 45612701, 45620501, 45620504,
45620505, 45620506, 45628201, 45866902, 46298501

No

Title: Overview and Summary of Fipronil/Cyphenothrin Dog Efficacy for Screcant’s Fipronil +
Cyphenothrin Squeeze-On for Dogs (Overview of other submissions),

Guideline: OPPTS 810.3300

Study Summary of the Results:

This submission is an overall summary and clarification of the other submitted MRIDs
associated with this application

Entomologist’s Obscrvations/Discussion:

Supplementary Information
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MRID 48129810

Title: Immediale Efficacy of a Combined Application of Trontline Plus with Cyphenothrin as a
Squeezc-on against Fleas (Crenocephalis felis) and Ticks (Rhipicephalus sanguineus) on Dogs.

Guideline: OPPTS 810.3300

Materials and Methods: Cyphenothrin was added to Frontline plus at 3 rates (5%, 10%, and
15%) for efficacy evalnations. Dose volumes applied were based on the Frontline label, but
dilution was not taken into account for the cxisting [ipronil, therefore fipronil dosage was
slightly lower than that of T'rontline alonc. 18 dogs were allocated to 6 groups of 3 dogs each.
Group 1, untreated control; Group 2, Frontline alone, Groups 3-5 Frontline plus cyphenothrin at
described rates. Dogs were infested with 100 fleas and 50 ticks one day before treatment, and
again at 7 and 14 days after treatment. Counts were made at 1 and 4 hours post treatment and
also on day 14 at | and 4 hours post placement—this was to measure speed of kill and/or
repellency. Counts were also made at 24 and 48 hours after initial infestation and all re-
infestations. Parasites were not removed until the final count. Mortality was calculated using
Abbott’s formula. For speed of kill/repellence, the number of killed/repelled [leas on the liner
below each treated dog was divided by the total number of fleas placed on the dog (all x 100),
adjusted for ‘normal’ attrition on control dogs.

Study Summary of the Results:

1.

2.

Mean efficacy against fleas and ticks exceeded 90% when assessed at 1-2 days after
treatment or reinfestation with parasites, through 14 days after treatment.
Immediate efficacy on fleas (i.e. kill/repellence within 4 hours of weatment) ranged
from 9-74% for 1-4 hours immediately aiter treatment. 'With reinfestations after 14
days from treatment, efficacy exceeded 99% within 4 hours for all treatments that
included cyphenothrin,

Immediate efficacy on ticks ranged from 2-64% for 1-2 hours immediately after
treatment. With reinfestations after 14 days from treatment, efficacy exceeded 95%
within 1 hour, for the lowest percentage of cyphenothrin treatroent, and excceded
84% for all treatments.

Entomologist’s Observations/Dicussion:

1.

2.

Efficacy against flcas and ticks was adequate to support controls claims through 14
days after treatment.

While immediate efficacy against fieas and ticks was enhanced when assessed at 1
and 4 hours after treatment (or reinfestation), the immediate efficacy did not exceed
90% with any consistency for the treatments evaluated immediately after treatment.
Howgver, after 14 days, this immediate cfficacy was observed for reinfestations of
both fleas and ticks. This is likely due to the more complete spread of the spot-on
material throughout the animal coat at 14 days. Claims for killing (or “starts killing’)
within hours would be supported by this data, but not immediately after treatment of
the anirmals.
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MRID 48129811

Title: Tmmediate Efficacy Following Application of Frontline with Cyphenothrin Squeeze-on
against Fleas (Ctenocephalis felis) and Ticks (Rhipicephalus sanguineus) on Dogs.

Guideline: OPPTS 810.3300

Materials and Methods: Cyphenothrin was added to Frontline plus at the rate of approximately
5% (4.76% cyphenothrin) for eflicacy cvaluations. Dose volumes applied were based on the
Frontline label, but dilution was not taken into account for the existing fipronil, therefore fipronil
dosage was slightly lower than that of Frontline alone. 18 dogs were allocated to 3 groups of 6
dogs cach. Group 1, untrcated control; Group 2, Frontlinetcyphenothrin, Groups 3, Frontline
alone.. Dogs were infested with 100 fleas and 50 ticks onc day before treatment, and again at 7,
14, 21, and 28 days after freatment. Counts were made at | and 4 hours post freatment and also
after cvery reinfestation——this was to measure speed of kill and/or repclicncy. Counts were also
made at 24 and 48 hours alter initial infestation and all re-infestations. Parasites were not
removed unlil the final count. Mortality was calculated using Abbott’s formula. For speed of
kill/repellence, the number of killed/repetied fleas on the liner helow each treated dog was
divided by the fotal number of fleas placed on the dog (alf x IUO) adjusted for ‘normal’ aftrition
on control dogs.

Stady Summary of the Results:

1. Mean cfficacy against fleas and ticks exceeded 90% when assessed at 1-2 days after

© treatment or reinfestation with parasites, through 28 days after treatment.

2. lmmediate cfficacy on fleas (i.c. kill/repellence within 4 hours of {reatment) ranged
from 9-68% for 1-4 hours immediately after trecatment. With reinfestations after 7,
14, 21, and 28 days from treatment, efficacy exceeded 90% within 4 hours for all
trcatments that included cyphenothrin, but did not exceed 90% within 1 hour after
reinfestation.

3. lmmediate ctficacy on ticks ranged from 5-75% for 1-2 hours immediately after
treatment. With reinfestations after 7. 14, 21, and 28 days from treatment, efficacy
exceeded 90% within 4 hours for all dates. For 21 and 28 days from treatment,
adequate cfficacy was obscrved within 1 hour of reinfestation.

Entomologist’s Observations/Dicussion:

1. Efficacy against [lcas and ticks was adequate to support controls claims through 28
days (one month) after treatment.

2. While immediate cfficacy against {leas and ticks was marginaily cnhanced when
assessed at 1 and 4 hours after treatment (or reinfestation), the immediate efficacy did
not exceed 90% with any consistency for the treatments evaluated immediately after
trcatment. However, after 7 days, this immediate cfficacy was observed for
reinfestations of both flcas and ticks. This is likely due to the more complete spread
of the spot-on matcrial throughout the animal coat at 7+ days. Claims for killing (or
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“starts killing”} within hours would be supported by this data, but not immediately
after trcatient of the animals.

MRID 48129812

Title: Immediate Efficacy Following Application of Frontline Plus with Cvphenothrin Squceze-
on against Fleas (Crenocephalis felis) and Ticks (Rhipicephalus sanguineus) on Dogs.

Guideline: OPPTS 810.3300

Materials and Methods: Cyphenothrin was added to Frontline plus at the rate of approximately
5% (4.76% cyphenothrin} for cfficacy evaluations. Dose volumes applied were based on the
Frontline label, but dilution was not taken into account for the existing fipronil, thercfore fipronil
dosage was slightly lower than that of Frontline alone. 18 dogs were allocated to 3 groups of 6
dogs cach. Group 1, untreated control; Group 2, Frontline+cyphenothrin, Groups 3, Frontline
alone.. Dogs were infested with 100 fleas and 50 ticks one day before treatment, and again at 7,
14, 21, 28, and 35 days alicr treatment. Counts were made at 1 and 4 hours post treatment and
also after every reinfestation——this was to measure speed of kill and/or repellency. Counts were
also made at 24 and 48 hours alter initial infestation and all re-infestations. Parasites were not
removed until the final count. Mortality was calculated using Abbott’s formula. For speed of
kill/repellence, the number of killed/repelled fleas on the Iimer below each treated dog was
divided by the total number of ficas placed on the dog (all X 100), adjusted for ‘normal” attrition
on control dogs.

Study Summary of the Results:

I

2.

Mecan cfficacy against {leas and ticks exceeded 90% when assessed at 1-2 days atfer
treatment or reinfestation with parasites, through 35 days after treatment.
Immediate cfficacy on fleas (1.¢. kill/repellence within 4 hours of treatment) ranged
from 0-75% for 1-4 hours immediately after treatment. With rcinfestations after 7,
14, 21, 28, and 35 days from treatment, efficacy exceeded 90% within 4 hours for all
only the 7 day reinfestation. Efficacy did not exceed 90% within 4 hours for
reinfestations on days 14, 21, 28, or 35 days afler treatment.

Imimediate cfficacy on ticks ranged from 11-71% for 1-4 hours immediatcly after
treatment. With reinfestations after 7, 14, 21, and 28 days from treatment, efficacy
exceeded 90% within 4 hours for only the 7 day reinfestation.  Efficacy did not
exceed 90% within 4 hours for reinfestations on days 14, 21, 28, or 35 days after
treatment.

Entomolegist’s Obscrvations/Dicussion:

1.

2.

Efficacy against fleas and ticks was adequate to support controls claims through 35
days (one month) after treatment. .

While immediate efficacy against fleas and ticks was marginally enhanced when
assessed at I and 4 hours afler treatment (or reinfestation) compared to fipronil alone,
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the immediate efficacy did not exceed 90% with any consistency for the treatments
evaluated immediately 1-4 hours after mnitial treatment or reinfestation hbeyond 7 days
after treatment. This data docs not support any claims for faster kill or repellence duc
to the addition of cyphenothrin.

MRID 48129813

Title: Comparative efficacy cvaluation of Sergeani’s Squeeze-on and Frontline Plus for the
treatment of adult cat flea (Ctenocephalides felis) and tick (Haemaphysalis ellipiica,
Rhipicephalus sanguineus, and Dermacentor variabilis) infestations on dogs.

Guideline: OPPTS 810.3300

Materials and Methods: Cyphenothrin was added to Seargeant’s Fipronil-Methroprene
formulation Frontline plus at the rate of approximately 5% for efficacy evaluations. This
treatment was compared to {ipronil-methoprene alone, and a positive control, Merial's Frontline
Phus. Dose volumes applied were based on a titration by which dogs reccived 0.067 mL/kg body
welght. to simulate the dosing at the high end of each respective weight class. Dogs were
subgrouped by weight class with 6 dogs in cach subclass (split over time to 3 dogs of cach class
n 2 consecutive studies). Group 1, untreated control; Group 2, Fipronil+Methoprene, Group 3,
Fipronil+Mcthoprene+cyphenothrin, Group 4, Fronthine Plus. Dogs were infested with 100 fleas
and 50 ticks one day before freatment. and again at 7, 14, 21, and 28 days after treatment.
Counts were made at 1 and 4 hours post treatment and also afler every reinfestation—this was 1o
measure speed of kill and/or repetlency. Counts were also made at 24 and 48 hours after initial
ifestation and all re-infcstations. Parasiles were not removed until the {inal count. Mortality
was calculated using Abbott’s formula. For speed of kill/repelience, the number of
killed/repelied fleas on the liner below each treated dog was divided by the total number of fleas
placed on the dog (all x 100), adjusted for “normal’ atirition on control dogs.

Study Summary of the Results:

1. Mean eflicacy against flcas exceeded 90% when asscssed at 2 days after treatment or
rcinfestation with parasites, through 28 days alter treatment.

2. Immediate group mean efficacy on ticks (all species) overall means were all below
90%.

Entomoloegist’s Observations/Dicussion:
1. Tifficacy against fleas and ticks was adequate to support controls general claims
through 35 days (onc month) alter treatment.

2. No immediate efficacy claims (i.e., within 1-4 hours of application or reinfestation by
parasites) arc supported by this data,
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MRID 48189203

Title: Dose Titration with S-Methoprene Squeeze-Ons with Dbgs Measuring Flea Egg
Sterilization

Guideline. OPPTS 810.3300

Materials and Methods: 18 dogs were allocated to this study, with 6 in an untreated control
group, and 2 each into 6 groups that received s-methoprene spot-on treatments at various dose
rates based on weights of the 2 dogs, and designed to provide a range of dose rates {rom 3 mg/kg
to 48 mg/kg. Dogs were infested with fleas 24 hours after treatment, and again weekly
thereafier. [lea eggs were collected overnights {rom pans below each dog 1-2 times during the
week after each re-infestation. Flea eggs were sorted into 2 aliquots of approximately 25 each—
one incubated to measure fertility of the eggs, and the other incubated in a {lea-growing medium
1o determine the number of {leas that developed from the eggs after 35 days. % hatch was
calculated. % hatch reduction efficacy was calculated using Abbott’s formula. Less than 90%
on 2 or more successive collections was a crileria for treaiment failure. Data was analyzed for
correlation between dose and the duration of efficacy, to enable prediction of the duration of
adequate efficacy at various doses.

Study Summary of the Results:

1. Application of the regression equation predicts residual efficacy in sterilizing female
flcas and killing their eggs atl a duration of 57 days for the largest heaviest dogs in the
treatment regime to 122 days for the smallest dogs.

2. The adult emergence efficacy was terminated at 108 days with 100% eflicacy for the five
highest rates and >63 days for the lowcest

Entomoelogist’s Observations/Discussion
1. Forthe largest dogs (i.€., the lowest dosage of a.i. per kg dog weight), egg sterilization
lasted 57 days and inhibition of adull emergence lasted 63 days. Therefore claims against
flea eggs, larvae, and breaking of the flea life cyele is supported for 2 months (8 weeks).

Claims must be reviscd to reflect this supported duration.

QOverall Review of Label Claims and Directions:

Based upon submitied efficacy data, claims are supported for fleas and ticks through 35 days.
Claims for immediate efficacy are not supported except to state “starts killing within hours” or
“gtarts killing in as litilc as one hour”. Repellence claims for tleas and ticks are not supported
and must be removed from the label. Kill claims against flea eggs or larvae, are supported.
Control claims against tlea eggs or larvae, or claims against breaking the flea life cycle are
supported for up to 2 months after treatment. howcver claims of “up to 4 months’ arc acceptable,
as this efficacy was supported for some dogs.
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Line by Line Review of Label Efficacy Claims

Kills fleas (in as ittle as 1 hour), flea egwus. ticks (in as little as one hour), chewing lice &
mosquitoes: Unacceptable unless revised to *starts killing” for fleas and ticks.

Kills {and Repels) IFleas, Ticks, and Mosquitoes: Repels claim must be deleted.

Controls flea reinfestation for up to [16 weeks]: Acceptabie

I'ast Acting: Unacceptable

Kills ticks (in as hittle as | bour): Acceptable only if revised to say ‘starts kiliing’

Kiils ticks including those that may transmit Lymec discasc: Acceptable

Dogs can be bathed 24 hours after freatment: Unacceptable

Watcrpreof: Acceplable

Long Lasting: Acceptable

Research demonstrates that [brand name] kilis aduit fleas (in as little as | hour), flea cggs, larvac
and pupae for up (o four months: Acceptable only if revised to ‘starts’ killing. Claim against
‘pupac’ must be delcted, as no data was submutted indicating the product kills flea pupac cxposed
to residue, '

[brand name] prevents development of all flea stages for up to four months: Acceptable

Kills flcas (in as little as | hour), ticks (in as little as 1 hour), mosquitocs. {(chewing) lice. flca
cegs. larvae, and pupae: Acceptable only if kills claims are revised to “starts killing’

- Prevents all flca stages (adult fleas (in as little as 1 hour), flea eggs, flea pupae, and flea larvae}if: -
- Acceptable except claim against ‘pupac’ must be deleted, as no data was submitted indicating the
" product kills flea pupae exposed to residue.

Tt dog 1s a high risk for flea re-infestation once a month application may be needed: Acceptable,

Once a month treatment is recommended: Acceptabie.

A once monthly application is recommended for chewing lice: Acceptable.

Rapidly eliminates infestations with chewing lice: Acceptable:

Monthiy flea. tick, mosquito, lice, and flea egg protection: Acceptable.

Monthly flea, tick, mosquite, and fice protection: Acceptable.
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Kills flea eggs {larvae} [pupae] for up to 4 months: Acceptable except claim against ‘pupae’
must be deleted, as no data was submitted indicating the product kills flea pupae exposed to
residue.

Aids in control of sarcoptic mange: Acceptable.

Kills fleas {in as Little as 1 hour). ticks (in as litile as 1 hour). mosquitoes, flea evgs. and lice:
Acceptable only if kills claims are revised to ‘starts killing”.

[Seven] [7] Way Protection! Kills fleas (in as little as 1 hour), ticks {in as little as 1 hour).
mosquitoes, lice flea eggs, & flea larvae: ‘7-way’ is an unacceptable nebulous claim. Kills
claims must be revised 10 “starts killing’

6 ISix] Way Protection! Kills fleas (in as little as 1 hour), ticks (in as little as 1 hour),
mosquitoes, lice, flea epps & flca larvae: ‘6-way’ is an unacceptable nebulous claim. Kills
claims must be revised to “starts killing’

[4 Week| [Flea and Tick & {rcatmentf: Acceptable

Four (4) Week Flea. Tick. Mosquitoe and Lice Control: Acceptable

With (s}-methoprene Insect Growth Regulator which Breaks the Flea Life Cycle: Acceptable

With (s)-methoprene to Break Flea Life Cycle: Acceptable

With Insect Growth Regulator to Break Flea Life Cyele: Acceptable

Triple Action {11: Fipronil and Cyphenothrin with (s)-methoprene IGR Effectively Breaks the
Flea Life Cyele: Acceplable

Triple Action {!]: Effectively Breaks the Flea I.ife Cycle [1]: Acceptable

Best if used year round!: Acceptable

Kills & Repels Fleas (in as little as 1 hour) Up to {4 weeks]l; Kills must be revised to “starts
killing” and ‘repels” claim must be deleted.

(ICON showing 4 week protection): Acceptable

4 Week Dose!l: Acceptable

I Month Dose!: Acceptable

Specially Formulated for Dogs and Puppies: Acceptable
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Kills Flea Egps & Flea Larvac for [(4 months)|!: Unacceptable unless revised to ‘2 months’ or
‘up to 4 months’.

Prevents Flea Eggs From Developing Into Biting Adults: Acceptable

Kills Ticks (in as little as 1 hour) for Up to 14 wecks]!: Acceptabic only if revised to “starts
killing’.

Kiils [all stages of] Deer Ticks (veetor of Lyme Discase) for up to 4 weeks: Acceptable

Kills Ticks (in as littfe as 1 hour): Acceptablc only if revised to “starts killing’

Kills Ticks including Decer Ticks for up to 4 weeks: Acceptabic

Kiils Brown Dog Ticks (in as [itile as 1 hour): Acceptable only if revised to ‘starts killing’

Kills {Brown], [American.| [and [.one Stare] Dog Ticks for up to 4 weeks: Acceptable

Kills Rhipicephalus sanguineus tor up to 4 weeks: Acceptabic

When used monthly [brand name] completcly breaks the flca life ¢vele and controls tick and
chewing lice infestations: Acceptabie

Kills American Dog Ticks {{(Dermacentor variabilis)} for up to 4 weeks!: Acceptable

Apply once every [4 weeks]l: Acceptable

4 weeks Flea and Tick Treatment: Acceptable

Oncc A Month Flea and Tick Trcatment: Acceptable

Kills & Repels Fleas (in as little as 1 hour) and Ticks (in as iittle as | hour) for up to 4 weeks!:
Only acceptable if revised to starts killing, and also the repels claim must be delcted.

Kills all stages of the flca life cycle: Acceptable

Kills fleas {in as Lttlc as 1 hour). Ticks (Gn as littdle as 1 hour). F Ica Hops & Flea Larvae {or up to
16 Weeks: Acceptable only if revised to ‘starts kitling’

Kills mosquitoes: Acceptable

Dogs can be bathed 24 hours after squecze-on is applied: Unacceptable

Prevents and controls reinfestations: Unaceeptable unless a pest and duration of control is
associated {e.g., ‘prevents and controls reinfestations of listed pests for | month |4 wecks)’).
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BACK/SIDE CARTON LABEL-MASTER LABEL

[brand name] containes Fipronil, cyphenothrin, and the insect growth regutator (JGR) (5)-
methoprene to effectively kill Jand repel] Fleas [(in as littie as 1 hour)], Ticks [{in as littie as |
hour}}. and kills mosguitoes and {chewing) lice. The active ingredients in {brand name} work by
collecting in the hair follicles and skin oils. This product features a sustained-release formula
that discharges from the animal’s hair follicles using the natural skin oils. resulting in fast acting
[and ong lasting] contro! of Fleas and Ticks [{in as little as one hour}|. {and kills mosquitoes]
and chewing lice [for 30 days: All repels claims must be removed from the label. All references
o action in as litfle as 1 hour must be revised Lo “starts acting’ or “starts killing® or alternatively,
the claims of ‘in little as | hour® can be removed. ‘Fast acting’ claim must be removed. The
claims about movemen! in hair follicles is deferred to the RM Revicwer and PM.
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S T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY M

WASHINGTON, D.C. 20460 @Cﬁf?

«
“a, PROVEY

O agenct

"F\ﬂo LTI

Qctober 4, 2010
OFFICE. OF
PREVENTION, PESIICIDES AND
TOXIC SUBSTANCFS

OPP Decision Number: D-438361

LEPA File Symbol or Registration Number: 2517-RUE

Product Name: SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPRENE SQUEEZE-
ON FOR DOGS

EPA Receipt Date: 11-Aug-2010

EPA Company Number: 2517

Company Name: SERGEANT'S PTLT CARE PRODUCTS, INC.

KELLY R. HOSKINS

SERGEANT'S PET CARE PRODUCTS, INC.
2625 SOUTH 158TH PLAZA

OMAHA,NE 68130-1703

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee
Pear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment.  If you submitted data with this application, the results of the PRN-86-5 screen will be
comimunicated separatcly. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action previously identified as R320 has been reclassified as Action Code: R310

NLEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY:PUBLIC HEALTH PEST EFFICACY);

The fee associated with this aciton 18 $ 2,289 (50% of § 4,578). Payment if the amount of
$ 5,712 has been received. A refund in the amount of § 3,423 will be issued as soon as the action

is complcted.

[fyou have any guestions, plcasc contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Frope ) P' | -
foprfation, echng,kfé & Resources Management Division
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Memorandum

Date: Y / 49/ ;0

To: P/ 1o , Regulatory Manager

From: Information Services Branch, [TRMD

Your receipt of this data submission 1s not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: Afully accepted submission
| partially accepted submission
| rejected submission
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Comple'tion of 21 -Day Content Screen

PM- /0

EPA Reg. #(File symbol) 25171 ZUE

Decision # D

Data package delivered to

you on _ 0//5//
{date)

Jacket/Mini-jacket will be

transferred to you today.
(Pick up from Document Center)

Thank you, {%@

Registration Division’s 21-Day Content Team
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To the Document Center (ITRMD)

*Please transfer jacket/mini-jacket to the Product Manager
Team circled below:

Mmor Use Section: PM -5

Insecticide Branch: / PM-10) PM-13
S

Herbicide Branch: PM-23 PM-25
Fungicide Branch: PM-20 PM-21 PM-22

Insect/Rodent Branch: PM-1 PM-7

*Reminder to PM — If applicable, pick-up data from the
Screening Room.

Processed by RD’s Comipleteness Check Team

AT Jeboibts 23l

(Team Member Signature) (Date)
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21-Dav Screen Completed by
Contractor

21-Dayv Expireson 7-/-/0

S

Jacket# A5/7-KoE
MRIDH «g/872

Content Screen: Recommended to

Pass/Hail

86-5 Review:/Passed/Failed/NA

Transfer This Jacket to:

ST7cVrey  SeHtAiBle

/O/Mf-/c’)
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PRIA 2 - 21 Day Content Screen Review Worksheet
(EPA/QPP Usc Only)
3/23/09

21 Pay Scrcen Start Date: y-1ll-/06

Experts In-Processing Signa_turé: w1 jfanaieiond Date §-]2-/0 TecPaid: Yes J/

Division management contacted on issucs  No Ycs Date

EPA Reg. Number: 2 1% - p(jg | EPA Reccipt Date: S-1/1-1

©

Htems for Review

Yes

Ne | N/A*

Application Form (EPA Form 8570-1)(link to form) signed & complctc

form) completed and signed (N/A if 100% repack)

1 including package type X
Confidential Statement of Formula all boxes completed, form signed, and X
, | dated (CPA Torm 8570-4) (Link o form) |
ay All inerts (link to http://www.epa.gov/opprd001/inerts/), yes no |
including fragrances, approved for the proposcd uses (sce ~ T
Footnote A} \<
3 Certification with Respect to Citation of Data (EPA Form 8370-34) (Link to

Certiftcate and data matrix consistent

If applicant 1s relying on data that arc compensable, is the offer yes no

to pay statement included. (see Foomote B}

If applicable, is there a letter of Authorization for exclusive usc only.

Formulator’s Excniption Statement {EPA Form 8570-277)_(Link to forni)
4 | completed and signed (N/A if source is unregistered or applicant owns the
technical)

Pata Matrix (EPA Form 8§570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100%
- repack)

- ¥Yes 10

th

&) Sclective Method (Fee category experls usc) | rd

b) Cite-All {Fee category experts use)

c) Applicant owns all data {Fee category experls usc)

5 Copies of Label (link to http://www.epa.gov/oppleadi/labeling/lrm/)
6 | (Electronic labels o CD are encouraged and guidance is available){ link to
hitp/iwww. epa.gov/pesticidesfregulating/registering/submissions/index. htm#iabels

)
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Notice of Filing (link to

hitp://www.cpa.gov/pesticides/regulating/tolerance petitions.htm} included
with petitions (link to
http://www.cpa.gov/pesticides/regulating/tolerances.htm)

X

10

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd0dl/workplan/reducedrisk.html)

x>

Required Data (dink to
http://www.epa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application
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Comments:

rrp L8/ £57

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is 1dentified, the applicant must either 1) resolve the inert i1ssue by, for
example, rcmoving the inert, substituting it with an approved inert, submiiting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CST, ete. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and

application withdrawn within the 21 dav period. otherwise, the Arzency will reject the
application ag described below,

To successfully compiete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verfy that all inert ingredients have been approved for the
application’s uses even if a preduct is currently registered by consulting the inert Web

-
ol
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site [link to http://www.epa.gov/opprd001/inerts/lists itmi] and if the inert is not
approved, {0 obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Stmpie typographical errors in the name or CAS number have resulted in processing
delays.

[f an inert is not histed on the inert ingredicnt web sife and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (11AB) at inertsbranch@epa.gov and resolve the issue. Copies of the
correspondence with ILAB resolving the issue shouid accompany the application. All
new inerts except PIP inerts are reviewed by HAB. The HAB should also be contacted
for any questions on what supporting data needs to be submiited for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
hitp:/www.epa.gov/oppbppd/biopesticides/contacts_bppd.htm}.

When a brand, trade, or proprietary name of an inert ingredient s listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information {link to hitp:.//www.epa.gov/opprd001/inerts/tips. pdf] must also be included
1o enable the Agency to determine if it has been approved. Each component of an inext
mixture {including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit infermation to the individual
identified by the Agency when the applicant ts informed of an unapproved 1nert.

Unapproved Inerts Identilied on CSFs

All applications exeept conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSE or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review fimeframe 10 accommodate

the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% of the [ull fee for the fee
category estimated); or

I none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full {ee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

b

Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could requize a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

Withdraw the application {the A gency retains 25% of the full fee for the fee
category estimated); or

L

I none of the above options is selected and implemented during the 21-day
content-review pertod, the Agency will reject the application and retam 25% of
the appropriate {ee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Poliution Prevention Division 1dentifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the apphcant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed {or the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3
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3. Withdraw the application {the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of

the fee.

B. A policy on documentation of offers to pay is still being developed, however, fora
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary avthorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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S0 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 3

s M WASHINGTON, D.C. 20460
%, !
Y anf'c’«\d? g&/‘?

August 30, 2010
OFFICL OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

OPP Decision Number: [D-438361

EPA File Symbo! or Registration Number: 2517-RUE

Product Name: SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPRENE SQUEEZE-
ON FOR DOGS

EPA Receipt Date: 11-Aug-2010

EPA Company Number: 2517

Company Name: SERGEANT'S PET CARE PRODUCTS, INC.

KELLY R. HOSKINS

SERGEANT'S PET CARE PRODUCTS, INC.
2625 SOUTTI 158TII PLAZA

OMAIIA, NE 68130-1703

SUBJECT: Reccipt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application {or registration. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
scparalely. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subjcct to a Pesticide Registration Scrvice Fee as defined in the Pesticide
Registration Improvement Act.

The Action previously 1dentified as R310 has been reclassified as Action Code: R320

NEW PRODUCT,NON-FAST TRACK;NEW PHYSICAL FORM (EXCLUDES SELECTIVE
CITATIONS);

The fee associated with this action is § 5,712 (50% ol $ 11,424). Payment in the amount of
$ 2,289 has been received. Please remit additional payment in the amount of § 3,423,

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 979074
St. Louts, MO 63197-9000
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By Courier:
LS. Bank
Government Lockbox 979074
1005 Convention Plaza
SL-MO-C2-GL
St. Louis, MO 63197
Telephone: (412) 236-2294

All payments must be m United States currency by check, bank draft, or money order
drawn to the order of the Environmental Protection Agency. To ensure proper credit, please
write the OPP DECISION NUMBER on your check, and enclose a copy of this letter with your
payment.

Effective November 1, 2006, fees may be paid on-line via credit card or electronic fund
transfer. To submit a payment on-line, visit www.pay.gov. From the pay.gov home page, select
"search by lorm name.” From the next page, select "P," then click on "Pesticide Registration
Improvement Act. Fee Payment” and complete the form, making certain to use the decision
number and registration number on the invoice you receive from the Pesticide Program in the
space provided.

You may be eligible for a partial waiver of the registration service fee if, for example, you
qualify as a small business or are applying for a minor use, or if your application is solely
associated with an IR-4 tolerance petition. Please be advised that if you intend to request a
walver, vou must do so in writing within 15 days of receipt of this invoice instead of remitting
the amount indicated above, OPP will not consider waiver requests atter the registralion scrvice
fee has been paid. Information regarding eligibility and how th request and document a fec
waiver is available on the OPP Fee for Service web site at www.epa.gov/pesticides/fees.

Please send Registration Service I'ee Waiver requests to:

By USPS: By Courier:

Document Processing Desk (WAIVER) Document Processing Desk (WAIVER)
Office of Pesticide Programs (7504C) Office of Pesticide Programs (7504C)
{].S. Environmental Profeclion Agency U.S. Environmental Protection Agency
1200 Pennsylvania Ave NW Room 54900 Potomac Yard 1
Washington, DC 20460 2777 S. Crystal Dr.

Arlington, VA 22202

84



A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency docs not
receive certification of payment for this action or a fee waiver request within the next 30 days
the Agency will presume that you no longer want to pursuc this action. The Agency will then
rciect your appiication and issue an invoice for any applicable oulstanding fees

If you have any questions, please contact the Pesticide Registration Service Fee

Ombudsman at (703} 308-9362.

Sincercly,

PP

Fngd Processing Staff
mfom} tion T nolc & Resources Management Division

/
v
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WASHINGTON, D.C. 20460
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August 12, 2010
OFFICE OF
PREVENTION. PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-438361

EPA File Symbol or Registration Number: 2517-RUE

Product Name: SERGEANT'S FIPRONIL + CYPHENOTHRIN + METHOPRENE SQUEEZE-
ON FOR DOGS

EPA Receipt Date: 11-Aug-2010

EPA Company Number: 2517

Company Name: SERGEANT'S PET CARE PRODUCTS, INC.,

KELLY R. HOSKINS

SERGEANT'S PET CARE PRODUCTS, INC.
2625 SOUTH 158TH PLAZA

OMAHA, NE 68130-1703

SUBJECT: Recetpt of Application and 50% Small Business Watver Request
Dcar Registrant:

The Office of Pesticide Programs has received your application, 50% small business
watver request, and cerification of pavinent. 1f you submitted data with this application, the
results of the PRN-86-5 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject (0 a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R310
NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY ),

Your request for waiver has been forwarded for review. You will be notified in writing when a
determination is made regarding your request. [f vour waiver request is approved, the decision
review time period will start on the date of approval. If your waiver request is denied, you will
receive an invoice for the outstanding balance.

[f you have any questions, please contact the Pesticide Registration Scrvice Fee
Ombudsman at (703) 308-9362.

Smcerely, -

“7 RN
e (o Via_
Front End Processing Staff
Information Technology & Resources Management Division
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August 16, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

SERGEANT'S PET CARE PRODUCTS, INC.
2625 SOUTH 158TH PLAZA
OMAHA, NE 68130-1703

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submuttal of 1 {-AUG-10. Our staff has completed a prelimmary
analysis of the matcrial. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of vour bibliography is encloscd, annotated with

Master Record TD’s (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents. Thank you for your cooperation. If you have any

questions concerning this data subnussion, pleasc raise them with the cognizamt Product Manager,

to whom the data have been released.
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AL

Fee for Service]  {880182%-~

This package includes the following

“New Registration

2 Amendment

¥ Studies? ¥ Fee Waiver?

“volpay % Reduction: 57

Receipt No.
EPA File Symbol/Reg. No.
Pin-Punch Date:

S-

for Division

©AD
°BPPD
*RD

Risk Mgr. 10

880182

2517-RUE

8/11/2010

"""""""""""" ACt’ro-n C.O_d e L

Requested: R310

Granted: R3O
Amount Due: § 1578

-~ This item is NOT subject to FFS action.

Inert Cleared for Intended Use

Reviewer: M. grishsin

Uncieared Inert in Product

Date: 8/i12/I0

Remarks:
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Print Letter

Enter More Information

Tracking

ViewlEdit
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Pay.gov - Online Payment Page 1 of 1

Online Payment
Step 3: Confirm Payment 11213

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking 1D: 2510IM08
Agency Tracking ID: 74122352649
Transaction Date and Time: 06/18/2010 14:38 EDT
Payment Summary

Account Holder Sergeant's Pet Care Products, Payment Date: 06/21/2010
Name: Inc Decision Number:
Payment Amount: $2,289.00 Registration Number: 2517-new
Account Type: Business Checking Company Name: Sergeant's Pet Care Produ
Routing Number:- Company Number: 2517
Account Number: *****5483 Action Code: R310
https://www.pay.gov/paygov/payments/authorizeACHPayment.html 6/18/2010

01
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Print Leltar

Enter More Information

Tracking

1-&ug-20143

VigwlEdit

NEVW END LISE PRODUCT REGISTRATION APPLICATION
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S ST UN. ) STATES ENVIRONMENTAL PROTECTIUN AGENCY

EY 2 WASHINGTON, D.C. 20460
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September 7, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Dccision Number: [3-438361
EPA File Symbol or Registration Number: 2517-RUE
Product Name: STRGLANT'S FIPRONIL + CYPHENOTHRIN + METHOPRENE SQUEEZE-

ON FOR DOGS

EPA Application Receipt Date: 11-Aug-2010

EPA Waiver Reques{ Receipt Date: 11-Aug-2010

EPA Company Number: 2517

Company Name: SERGEANT'S PET CARE PRODUCTS, INC.

KELLY R. HOSKINS

SERGEANT'S PET CARE PRODUCTS, INC.
2625 SOUTH 158TI1 PLAYZA

OMAIIA, NE 68130-1703

SUBIECT: Approval of 50% Small Business Watver Request
Dear Registrani:

The Office of Pesticide Programs has approved your request for 50% waiver of the
pesticide registration fee associated with the action referenced above. The decision review
period for this action will begin on the date of this letter.

The Action has been identified as Action Code: R320

NEW PRODUCT,;NON-FAST TRACK;NEW PHYSICAL FORM (EXCLUDES SELECTIVE
CITATIONS);

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman, at (703) 308-9362.

Sinccerely,

PV P [T

Oscar Morales, Director
Information Technology & Resources Management Division
Office of Pesticide Programs

04



Sergeant’s Pet Care Praducts, inc.

2625 South 158th Plaza « Dmaha, HE 68130-1770 = Telephone 402,.938.7000 » Fax 4029387091 = www.sergcanis.com

August 11, 2010

Richard Gebken, PM10

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk

Room 8-4600, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: Child Resistant Packaging Certification
Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze—On for Dogs
EPA File Symbol 2517-NEW £¢~

Dear Mr. Gebken:

[ certify that the packaging used for the following product meets the standards of 40 CFR 157.32,
including the revised standards in 16 CFR 1700.15(b), when tested by the revised testing
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995):

e Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs (EPA File
Symbol 2517-NEW)

Sergeant’s Pet Care Products, Inc, (Sergeant’s, 2625 South 158" Plaza, Omaha, NE 68130-1770,
EPA Company Number 2517) is submitting this child resistant packaging certification o support
for the new end-use product for Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze—On
for Dogs (EPA File Symbol 2517-NEW). All product labels have language specifying the use of
scissors to open the product container and label language stating the product is not to be applied
by children.

If vou have any questions, please contact me at 402-938-7079.

Sincerely,

% R e

Kelly R. Hoskins
Manager of Technical Affairs

cc: Larry Nouvel
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Sergeant's Pet Care Products, inc.

2625 South 188th Plaza = Dmaha, NE 68130-1770 » Telephone 402.938.7000 = Fax 402.938.7081 » www.sergeanis.com
August 11, 2010

Rosalind Gross

¢/0 Richard Gebken

Registration Division

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Document Processing Desk

Room 8-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

Subject: Child Resistant Packaging Support
Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs (EPA
File Symbol: 2517-NBW} 2u®

Dear Ms. Gross:

Sergeant’s Pet Care Products, Inc. (EPA Company Number 2517) is submitting a request to rely
on previously submitted Child Resistant Packaging (CRP) studies to support this new
registration. The CRP data were submitted to EPA on April 12, 2010 in support of the pending
registration applications under EPA File Symbols: 2517-RGT, 2517-RGA, 2517-RGL, and
2517-RGU (all of which contain Fipronil at 9.7-9.8%).

Sergeant’s generated CRP data on a standard white applicator in sizes 0.5, 0.67, 1.34, 2.68, and
4.02 mL. The following ts a summary table of the applicators that were tested and submitted to
EPA in the CRP data:

Use Applicator Base Color Fill Weight (ml.) Color
Dog Up to 22 Ibs White 0.67 Orange
Dog 23-44 lbs White 1.34 QGreen
Dog 45-88 lbs White 2.68 Red
Dog 89-132 lbs White 4,02 Blue
Cats All Weights White 0.50 Purple

CRP data is required for this new product because of the inclusion of the active ingredient
fipronil (9.8%) in the pet squeeze-on product. The CRP testing was conducted on a standard
package size and color configuration for a product containing fipronil (9.8%). The Sergeant’s
Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs product being submitted today also
contains fipronil at 9.8%. Additionally, Sergeant’s already has dog squeeze-on products
approved by EPA containing 20-30% cyphenothrin (EPA Registration Numbers 2517-127
through 2517-132) that are not subject to CRP. This new product contains 5% cyphenothrin and
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Sergeant’s Pet Care Praducts, Inc.

2625 South 158th Plaza « Omaha, NE 68130-1770 = Telephone 402.938.7000 +» Fax 402.938.7091 < www.sergeants.com

8.8 % methoprene. Additionally, there are EPA registered products containing s-methoprene,
none of which are subject to CRP,

Furthermore, Sergeant’s does not anticipate any additional toxicity through the combination of
fipronil, cyphenothrin and methoprene, When Sergeant’s Fipronil + Cyphenothrin + Methoprene
Squeeze-On for Dogs is marketed, it will have the same applicator color (white) and fill weight
colors per mL fill weight as was used in the submitted and referenced CRP testing. Based on
available information, the density range of the pending products on which the CRP data were
generated 1s the same as the new product {1.0-1.5 gr/cc). Therefore, Sergeant’s is relying on
MRID’s: 48059803, 48059804, 48059805, and 48059806 to fulfill the CRP data requirements
for Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs.

If you have any questions, please contact me at 402-938-7079.
Sincerely,

QLQD,«% 2 Hoglas /%?\'T'

Kelly R. Hoskins
Manager of Technical Affairs

cc: Larry Nouvel

[~
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Sergeant's Pet Care Products, Inc.

2625 Sonth 158th Plaza ¢ Omaha, NE 68130-1770 « Telephone 4062.938.7000 = Fax 402.938.7691 » www.sergeants.com

August 11, 2010

Richard Gebken, PM10

Office of Pesticide Programs (7504P) (REGFEE)
U.S. Environmental Protection Agency
Document Processing Desk

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Subject: Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze~On for Dogs
EPA File Symbol 2517-NEW 2w &

Dear Mr. Gebken:

Sergeant’s Pet Care Products, Inc. (Sergeant’s, 2625 South 158" Plaza, Omaha, NE 68130-1770,
EPA Company Number 2517) is submitting an EPA registration application for the new product
Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze~On for Dogs [containing the EPA
registered active ingredients Fipronil (9.8%), Cyphenothrin (5.0%}), and s-Methoprene (8.8%)].
Please find enclosed the following documentation in support of this registration:

(1) Transmittal Document;

(2) Application for Registration (EPA Form 8570-1);

(3} Confidential Statement of Formula (EPA Form 8570-4) (two copies);

(4) Certification with Respect to Citation of Data (EPA Form 8570-34);

(5) Formulator’s Exemption Statement (EPA Form 8570-27);

(6) Data Matrix (EPA Form 8570-35) — EPA and Public Versions;

(7) Product Label (five copies);

(8) Letter of Authorization;

{9) Child Resistant Package (CRP) Certification Statement;

(10) Bridging Argument to Cite CRP Data; o
{11} Submission of EPA Pesticide Registration Improvement Act Information;
(12) Voluntary Small Business Certification Form; N
(13) PRIA Fee Waiver Certification Statement;

(14) PRIA Fee Waiver Support Letter;

(15) Recent EPA Approval of 50% Small Business Waiver Request (D-425455);
(16) PRIA Category R310, Payment Confirmation Receipt; and

(17) Three Copies of Supporting Studies.

The registration of Sergeant’s Fiproml + Cyphenothrin + Methoprene Squeeze—~On for Dogs is a
selective cifation registration for a new end-use product. Sergeant’s is submitting new product
chemistry studies in support of this end-use product registration, and one new efficacy study.
Additionally, Sergeant’s is citing acute toxicity studies, companion animal safety data and
efficacy studies submitted to EPA on June 18, 2010 with the registration application for
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Sergeant's Pet Care Products, Inc.

2625 Satith 158th Plaza = Omaha, NE 88130-1770 < Telephone 402.938.7000 « Fax 402.938.7091 = www.sergeantis.com

Sergeant’s Fipronil + Cyphenothrin Squeeze-On for Dogs. The acute toxicity studies were
conducted on a “soup” that contains multiple active ingredients that can be bridged across
multiple formulated end-use products.

This registration application is considered a PRIA Category R310 (new end-use product) with a
PRIA review time of 6 months. Sergeant’s submitted a PRIA Small Business Waiver Request
under separate cover on April 14, 2010, and 1t was approved by EPA on May 4, 2010. A copy of
this approval letter is enclosed.

We look forward to working with the Agency to register Sergeant’s Fipronil + Cyphenothrin +
Methoprene Squeeze—On for Dogs. If you have any questions or need additional information
regarding this registration application, please contact me at 402-938-7079.

Sincerely,

Kdly - Bealirs [2a7

Kelly R. Hoskins
Manager of Technical Affairs

Enclosures
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Please read instructions on reverse befa mpleting form,

Form Approy OMB Mo, 2070-0060. Approval expires 05-31-98

United States

EPA

Vashington, DC 204580

Envireonmental Protection Agency

‘ ILAi_l:{egistraﬁc)n OPP identifier Number

[ ] Amendment

D Other

Application for Pesticide - Section |

1. Company/Praduct Number .
2517-NEW KL

2. EPA Product Manager
Richard Gebken

3. Praposed Classification

4. Company/Product (Name)

Sergeant’s Pet Care Products, Inc./ Sergeant’s Fiproni] +
Cyphenothrin + Methoprene Squeeze-On For Dogs

5PME 10

% None D Restricted

5. Name and Address of Applicant finciude ZIF Code)
Sergeant's Pet Care Products, Inc.

2625 South 158" Plaza
Omaha, NE 68130-1770

D Chack if this is a new address

8. Expedited Review. In accordance with FIFRA Section 3{¢){3)0)(L), my
product is similar or identicat ir composition and {abeling to:

EFA Reg. No,

FProduct Name

Section li

D Amendment - Explain below.
D Resubmission in response to Agency letier dated XX-XX-XX

D Natification - Explain below,

D Final printed labels in response to Agency letter dated XX-XX-XX

D “Me Too" Application
Other - Explain below.

Expianation. Use additional page(s) if necessary. (For section | and Section 1)

Submission of a new end-use product registration application.

Section ili

1. Material This Preduct Will Be Packaged In:

Child-Resistant Packaging Unit Packaying

*

Yes

DNO

Yes

I:lNO

Water Soluble Packaging

%No

2. Type of Container
[ ] metat

|X| Flastic

Yes

if“Yes" No. per If "Yes" No. per I:lG]ass
*Certification must Unit Packaging wgt  Container Package wgt. Container I:] .
. 0.023 1t 0z (0.67 m!) Paper .
be submitted 0.045 1 0z (1.34 mi) | 3 vials :

G091 fl v (2.68 mi}
€.136 {1 oz £4.02 ml}

[ Jotner (specify: Plastic Bag

3. Location of Net Contents Infeamation

4. Size{s) Retail Container

5. Location of Label Directions
[Hon car ™ o

X Labet [ ] container 0.667 ml. 134 ml, 2.68 ml, 4.02 ml
6. Manner in Which Label is Affixed to Product [ liithograph
DPaper glued

D Stenciled

@(Jn Labéii;‘.g'accomranying product

%Olher

Section IV

1. Contact Point {Complete items directly below for identification of individual i be conlacied, i necessary, fo process this apph'caﬁcn\_ )' '

Name Title

Kelly R, Hoskins

Manager of Technicat Affairs

Telephene No. {Inciude Area Code)
402-938-707%

Certification

[ certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. |
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or bath

under applicable law.

8. Date Application
Received

{Stamped)

2. Signature X 3. Title
BY: “LZ&U’\A p? \\b(;(_i,\\rdj / 24T Manager of Technical Affairs
4. Typed Name: ™ 5. Date: (8/11/2010

Kelly R, Hosking
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Sergeant’s Pet Care Products, Inc.
2625 South 158" Plaza
Omaha, NE 68130-1770

CONTACT PERSON {Return {0)

Kelly R. Hoskins

Sergeant’s Pet Care Products, Inc.
2625 South 158" Plaza

Omaha, NE 68130-1770

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

This submission is prepared to support an EPA registration application for the new end-use
product Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze—On for Dogs.

SUBMITTAL DATE:

August 11, 2010

Volume Study Title MRID No.
| Administrative Materials
2 Group A Product Chemistry for Sergeant’s Fipronil +
Cyphenothrin + Methoprene Squeeze—On for Dogs
3 Group B Product Chemistry for Sergeant’s Fipronil +
Cyphenothrin + Methoprene Squeeze—On for Dogs I
4 Dose Titration with S-Methoprene Squeeze-Ons on Dogs
Measuring Flea Egg Sterilization. N
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Form approved. OMB No. 2070-0060, 2070-0057, ../0-0107, 2070-0122, 2070-0164.

EPA

United States
Environmental Protection Agency
Washingten, DC 20460

Formulator’s Exemption Statement

(40 CFR 152.85)
Applicant’s Name and Address EPA File Symbaol/Registration Number

2517-

Sergeant's Pet Care Products, Inc. Ruez

2625 South 158th Plaza Product Name

Omaha, NE 68130-1770 Sergeant's Fipronil + Cyphenothrin + Methoprene Squeeze-On for
Date of Confidentiat Statement of Formula (EPA Form 8570-4)

08/11/2010

As an authorized representative of the appticant for registration of the product identified above, | certify that:
(1) This product centains the following active ingredient(s):
Fiprontl
S-methoprene
Cyphenothrin
{2) Ofthese, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from ancther person and meets the requirements of 40 CFR section 158.50(e}{2) or {3).

(3} Indicate by checking {A) or (B) below which paragraph applies:

/1 {A) An accurate Confidential Statement of Formula (EFPA FORM 8570-4) for the above identified product is attached to this statement.
That formuta statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1).
OR

1 (B) The Confidential Staterent of Formula (CSF)H{EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the infermation required on the current CSF.

{4} The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number

Ftpronil -

S-methoprene-
S-methoprene [

Cyphenothrin -

Signature Name and Title Date
m @ 9@&(9./\»% } 2AT | Kelly R. Hoskins, Manager of 08/11/2010
EPA For{(|#570-27 (Rev. 06-2004) Copy 1- EPA

Copy 2 - Applicant copy
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Fom Approved OMB Nos. 2070-0060; 20700057, 20700107, 2070-0122; 2070-0184

g?‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
5\,"‘,,4' 1200 Pennsylvania Avenue, NW.

WASHINGTON, D.C. 20460

Papzrwork Reductton Act Notice: The public reporting burden for this collection of information is estimaled o average §.235 hours per responise for re gistration
and .25 hours per response for reregistration and spectal review activites, including time for reading the instructions and completing the necessary forms, Send
commments regarding burden estimate or any other aspectof this coltection of information, including supgestions for redacing the braden to: Director, Collection
Strategies Division (282271, U.S. Fovironmental Protection Arency, 1200 Pennsyivania Avenue, N.W.. Washinglon, DC 20460. De not send the completed fonmn
to this address.

Certification with Respect to Citation of Data

Applicants/Registrants Name, Address, and Telephone Number EPA Registration NumberfFile Symbol

Sergeant's Pet Care Praducts, Inc., 2625 South 158th Plaza, Omaha, NE 68130-t770 2517-NEW

Active Ingredient{s} andfor representative test compound(s) Date

Fipronil , Cyphenottyin , and S-methoprene 0811412010

General Use Patiemn(s} {list a¥ those claimed for this preduct using 40 CFR Part 158) Product Name

Domestic indoor non-food Sergeant’s Fipronil + Gyphenathrin + Methoprene

NOTE: If your product is a 100% repackaging of ancther purchased EPA-registered product labeled for al the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

1 am responding to a Data-Call-in Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix forn should
D be used for this purpose}.

SEGTION 1: METHOD OF DATA SUPPORT (Check ane method only)

{ am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D 2 list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this pipose). completed list of data requirements {the Data Matrix forn must be
used).

SECTION ii: GENERAL DFFER TQ PAY

[Required if using the cite-all method or when using the cite-all oplion under e selective method to satisfy one or more data requiremenis}

D { hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the exient required by FIFRA.

SECTION iIf: CERTIFICATION

| certify that this application for registration, this form for reregistration, o this Data-Call-in response s suppoded by all data submitied or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addiion, # the cite-afl option or cite-all option under the selective method is
indicated in Section i, this application is supperted by afl data i the Agency's files that {1} concem the properties or effects of this product or an identical or
substantialty simitar product, or one or more of the ingredienis in this product; and (2) is a type of data that would be required to be submifled under the data
requirements in effect on the date of approval of this application if the appiication sought the initial registration of a product of identical or simiiar composition and
uses .

| ceriify that for each exdusive use study cited 11 suppod of this registration of reregistration, that { am the oniginal data submitter or that [ have obtained
the written permission of the otiginal data submitier to cite that study.

| certify that for each study cited in support of this registration or reregistration hat is not an exdusive use study, efther; (a} 1 am the original data
submitier; (b) | have oblained the permission of the original dafa submitter to use the study in suppert of this application; {c) alt penods of eligibdity for
compensation have expired for fie study, {d} the sfudy is in the public literature: or (e) | have notified in writing the company thal submilted the study and have
oftered (I} to pay compensation to the extent required by sedtions 3{c){tH{F} and/or 3{c){2}{B} of FIFRA; and {}i} to commence negotations to determine the
amaunt and terms of compensation, # any, to be paid for the use of the shady.

| certify that in all instances where an offer of compensation is required, copies of all offers 1o pay compensation and evidence of their delivery in
accordance with sections 3(c){(1HF) andfor 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | &1l fo produce such
evidence to e Agency upon request, | understand that the Agency may intiate action to deny, cancel or suspend the regisration of my produet in conformity with
FIFRA,.

| certify that the statements | have made on this form and all attachments to it are frue, accurake, and compiete. | acknowledge that any
knowingly faise or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature AL \\Q l.U\, Date Typed of Prnted Name and Tile
v ‘(/} Q, \: S /\% , 2—,‘1}:[-_ 08/11/2010 Kelly R. Hoskins, Manager of Technical Affairs

EFA Form 8570-34 (12-2003) Electronic and Paper versions available, Submit only Paper version.
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R 310

Must submit Group A and B product chemistry data for each proposed product.
End Use {EP} or Manufacturing Use (MP} product or Technical Grade of the Active ingredient (TGAI)

Grayed out = data not required

EP Data MP Data
Guideline | Group A; Product Chemistry Datg Submitted | Submilted | TGA!
No. i Study Title Yes [No |Yes |No |Yes No
830.1550 | Product Identity & Composition v/
Description of materials used 1o P
830.1600 | produce the product v
830.1650 | Description of formuiation process v a
830.1670 | Discussion on the formation of impurities | v
830.1700 | Prefiminary andlysis B B
830.1750 | Certified limifs [158.345) Y/
830.1800 | Enforcement andiytical method £ 115 el « o 1)
EP Daia MP Data
Guideline : Group B: Product Chemistry Data Study | Submitfed  Submitted | TGAI
No. Title Yes No :Yes No |Yes | No
830.6302 | Color |
830.4303 | Physical State
830.6304  Qdor
Stability to normal and elevated
830.6313 | femperaiuresmetaland meidlions [ a0 i 00
Oxidation/Reduction . O
830.6314 [Chemical incompdatibility) v
830.6315 | Flammability Vv B
830.6316 | Explodability
830.6317  Storage stability
830.6319 | Miscibility .
830.6320 | Corrosion Characteristics
830.6321 Dielectric Breaokdown Voltage
830.7000 | pH o
830.7050 | LV/ Visible Absorption
830.7100 ! Viscosity
830.7200 | Melling Point
830.7220C | Boiling Point
830.7300 | Density
830.7370 | Dissociation Constant
830.7550 | Partifion Coefficient
830.7840 | Water Solubility
830.7950 | Vapor Pressure
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R 310

New products must either: 1) supply the product specific acute foxicity 6 pack datd {listed below],
or 2} provide a bridging rafionale document. The bridging document directs OPP fo use a currently
registered set of 6 acute toxicity data and label; instead of submitting product specific data.

Data

Guideline | Acute toxicity {6 pack) submitted Cited

No. Study Title Yes No Yes | No
870.1100 | Acute Oral (LD50) v

870.1200 | Acute Demal {LD50) v N
870.1300 | Acute Inhglation {LC50) o I
| 870.2400 | Acute Eye Iritation v

870.2500  Acute Demal Iritation 4 /

870.2600 | Dermal Sensitization a

Efficacy ~ which guideline is used depends on the proposed label use

Data
Guideline submitied Cited
No. Study Title Yes |No | Yes |No : Commenis

810.3100 | Sol Treatmenits for Imported Fire Anfts
Livestock, Poullry, Fur and Wool-Bearing
810.3200 | Animal Treatments

Treatments to Control Pests of Humans
and e
810.3300 | Pets
Mosquito, Biack Fly, and Biting Midge
810.340C ' {Sand Hy] Treatments

810.3500 Premises Treatmenis

810.3600 | Structural Tregiments
- Methods for Efficacy Testing of Termite
810.3800 | Bails
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

ixd
et 401 M Street, S.W.
WASHINGTON, D.C.

20460

Foriu Approved ORE No, 2070- 0064

Paperwork Reduction Act Nofice: The public reporting burden for this collection of mfvrmation is cstimated to average .23 hours per response for registration activitics and 0.25 hours per response for reregistration
and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the busden estimate or any other agpectof this collection of information. inclading
suggestions for redusing the burden to Director: OPPE information Managenient Division (2137 U.S. Environmiental Protection Ageney, 461 M Strect, 8.W ., Wushington, DO 20460, Do not send the form to this

adiress.
DATA MATRIX
Date: August 11, 2010 EPA Reg Nuo/File Symbol 251 7-NEW Ju & Page 1 of 4
Applicant’s/Registrant’s Name & Address Product: Sergeant’s Fipronil + Cyphenothrin +
Sergeant’s Pet Care Products, Ine. 2623 South 138th Plaza, Omaha, NE 68130-1770 Methoprene Squeeze-On for Dogs
ingredients: Fipronil, Cyphenothrin and (s)-Methoprene
Guideline Reference Number Guideline Study Name MRID Number Submitter ! Status Note
$30.1550, 830.1600, 8301620, | Group A Product Chemistry for Sergeant’s Fipronil + Cyphenothrin + New submission | Sergeant's Pet Care Products, Inc. OWN
830.1650, 830.1670, 830.1750 | Methoprene Squeeze-On for Dogs
§30.1800 Liforcement analytical method 48122601 Sergeant's Pet Care Products, Ine. OWN
830.6302. 830.6303, 830.6304, | Group B Product Chemistry for Sergeant’s Fipronil + Cyphenothrin + New submission | Sergeant's Pet Care Products, Inc. OWN
£30.6313, 830.6314, 830.6315, | Methoprence Squeere-On for Dogs
830.6316, 830.6317, 830.6319,
83016320, 830.6321, 830.7000.
530.7100. 830.7300, 830.7320
830.6317, 830.6320 Storage stability and corrosion characteristics To Be Submitted | Scrgeant’s Pet Care Products, Ine. OWN
Upon Completion
37¢.1100 Aeute Oral Toxicity Up and Down Procedure with Dog Products 48129603 Serpeant’s Pet Care Products, lne. OWN
870.1200 Acute Dermal Toxieity (Limit Test) with Dog Products 48129604 Sergeant’s Pet Care Products, Inc. OWN
870.1300 Waiver Reguest of Requirement for Further Testing for Acute 48129405 Sergeant’s Pet Care Products, Inc. (OWN
Inhalation Texicity
8702400 Acute Eye Irritation/Corrosion with Dog Products 48129606 Sergeant’s Pot Care Products, Inc. | OWN
§70.2504 Acute Dermat Irritation/Corrosion with 1og Products 48129607 Sergeant’s Pet Care Products, Inc. QWN
870. 2644} Test for Sensitization {Guinea Pig Maximisation Test) with Dog 45125608 Sergeant’s Pet Care Produets, Inc. OWN
Products
870.7200 Companion Animal Safely for Sergeant’s Iipronil + Cyphenotiirin 48129614 Sergeant’s Pet Care Products, Inc. OWN
Squeeze--On for Dogs
870.7200 Companion Animal Safety Study in Pogs — Cyphenothnin-IGR Spot- 46166108 Sergeant’s Pet Care Products, Inc. OWN
Un for Logs.
§70.72080 Companion Animal Safety Evaluation on Drop of Spot-On Prodocts 47840609 Sergeant’s Pet Care Products, 1ne. OWN
Containing Multiple Toxicants and Insect Growth Reguolators.
870.7200 Asscssment of Tolerance of 40.25% RM 1601 Spray Formulation in 43121118 Merial Limited CLD
Bogsat 3, 9, and 15 mb'kg When Applied 6 times (o the Haircoat at 28
Bay Intervals
Signaturc: ; i Name and Title Date
£ ‘\{.LD/L"Q (Q_,, \:‘{C’i}m\‘g / 27‘1» T_ Kelly R, Hoskins, Manager of Technical Affairs 0871142010

LPA Form 55035 {0007y Gleaironic and Paper Verstans Avaflabte. Submit anly Paper vestan

Agency lnteraal Use Capy

106




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
= 401 M Street, S.W.
* WASHINGTON, D.C. 20460

Farm Approved OMB No, 2070-0060

Paperwork Reduction Aet Notice: The public reporting burden for this collection of mformatton is estimated to average §.25 hours per respoose for registration activities and 9235 hours per response for reregistration
and special review activities, incluing tume for reading the inZercgistrationeompleting he necessary forms. Send comments regarding the hurden estlimate or any other agpect of this collection of mformation, inchuding
suggestions for reducing the barden w Birector: OFPE information Managememt Division (21373 US. Environmental Protection Agency, 401 M Street, $.W,, Washington, DC 20460, Do not send the fornt to this

address.
DATA MATRIX
Date: August L1, 2010 EPA Reg No /File Symbol 2517-NEW Page 2074
Applicant’sfRegisirant’s Name & Address Product: Sergeant’s Fiproail + Cyphenothrin +
Sergeant's Pet Care Products, Ine. 2625 South 1381k Plaza, Omaha, NE 68130-1770 Methaprene Squeeze-On for Dogs
[ngredients: Fipronil, Cyphenothrin and {s)}-Methoprene
Guideline Reference Number | Guideline Study Name MRID Number Subntitter Status Note
8707200 Domestic Animal Safety: Assessment of the Tolerance of & (.25% RM 4312111t Merial Limited QLD
1601 Spray in Nursing Puppies Administered Twice at a 28 Day Intervat
at a Dose Rate of 6 ml/kg:
870.7200 Domestic Animal Safety Study of RMIG0TC Topical Spray (IFrontline 43444905 Merial Limited oLD
Spray Treatment) in Juvenile Dogs:
870.7200 Discussion in Support of Bridging Domestic Animal Safety Data on 43577711 Merial Limited oLD
Frontline Spray Treatment to Frontline Spo{ Treatment Data Package.
8707200 Domestic Animal Safety Study by Topical Administration to Dogs. 43863802 Merial Limited OLD
Fipronil Spot Treatment (RM [601E)
S 330 Dose Titration with (S)-Methoprene Squeeze-Ons on Degs Measuring New submission | Serpeant's Pet Care Products. Inc. OWN
Flea Egg Sterilization. 4 Bi8ALYE
143300 Overview and Summary of Fipronil/Cyphenothrin Dog Efficacy for 48129604 Sergeant’s Pet Care Products, Inc. | OWN
Sergeant’s Fipronil + Cyphenothrin Squeeze—On for Dogs
810.3300 Immediate Efficacy of a Combined Application of Frontline Pius with 4128610 Sergeant’s Pet Care Products. Ine. | OWN
Cyphenothrin as a Squesze-on against Fleas (Crenocephalides fefisj and
Ticks {Rhipicephalus sanguineus} on Dogs M8 164 D
8103300 Immediate Efficacy Following Application of Frontline Plus with 48129611 Sergeant’s Pet Care Products. Inc. | OWN
Cyphenothrin Squecze-on against Fleas (Crenocephalides jelis) and Ticks
{Rhipicephalus sanguinens) on Dogs MS 183 T
$10.3300 Immediate Eflicacy Following Application of Frontline with 48125612 Serpeant’s Pet Care Products, Ine.  { OWN
Cyphenothrin Squeeze-on against Fleas (Crenocephalides felis) and Ticks
{Rhipicephalys sanguineys) on Dogs MS [73 D
81,3300 Comparative efficacy evaluation of Scrgeant’s Squeeze-on and Frontline 48129613 Sergeant’s Pet Care Producets, Ine. | OWN
Plus for the treatment of adult cat flea (Clenacephalides felis) and tick
(Haemaphysalis elliptica. Rhipicephalus sanguineus and Dermacentor
variabilis) infestations on dogs
8133304 A Dose Titration Stndy to Determine the Optimal Spray Concentration of 43121114 Merial §.imited OLD
RM 1601 for Long Term Control of the Caf Flea Ctenocephalides felis
and tire Brown Dog Tick Rhipicephalus sanguineus in the Dog
Signature: . Name and Title Drate
M«\% Y. Wos {oas { AT Kelly R. Hoskins, Manager of Technical Affairs 081172010

EPA Fonn B57035 (W7} Electronic and Paper Versions Available  Submit ondv Paper vession

Ageney Internai Tise Capy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
* 401 M Street, S.W,
“ WASHINGTON, D.C. 20460

Form Approved OB No, 2070-0060

Paprework Reduction Act Nofice: The public reporiing burden for this collection of inforiation is estimated 1o average 0.23 hours per response {or registralion activitics and 0.23 hours per response for reregistration
and special review activeies, including tinte for reading the in3ercgistrationcampleting the necessaty forms. Send comments regarding the burden estimate or any other agpect of this collection of inforination, ineluding,
suggestions for redwing the burden to Director: OFPE Information Management Division (2137) U.S. Environmental Protection Agency. 401 M Street, §.W., Washington, DC 20466, Do not send the form {o this

address.
DATA MATRIX
Date: August 11, 2010 EPA Reg NoFile Symbol 251 7-NEW Page 3 of 4
Applicant’s/Registrant’s Name & Address Product: Sergeant’s Fipronil +~ Cyphenothrin +
| Scrgeant’s Pet Care Products, Inc. 2623 South 15381h Plaza, Omaha, NE 63130-1770 Methoprene Squeexe-On for Dogs
Ingredients: Fipronil. Cyphenothrin and {(5)-Methoprene
Guideline Reference Number CGuideline Study Name MR Number Submitter Stalus Note
810.3300 Product Performance: A 1ose Confirmation Study to Verify the 43121115 Merial Limited OoLD
Optimal Spray Concentration of RM 1601 for Long Residual Control
of the Cat Flea {Cicnocephalides {elis) and the Brown Dog Tick
{Rhipicephalus sanguincus) in the Dog
810.3300 A Comparalive Evalaation of Two Treaiment Regimes Using RM 1601 43121116 Merial Limited OL.D
Spray for Control of the Cat Flea Crenocephalides felis on the Dog:
8103300 Laboratery Evaluation of RM [6018pray for Control Uermacentor 43121117 Merial Limited OLD
variabilis and Rhipecephalus sanguineus on the Dog
810.3300 An Investigation Study 1o Evaluate the Effect of Bathing of 43121118 Mertal Limited OLD
Laboratory Dogs on the Efficacy of RMI60] Spray
810.3300 Efficacy of RMI601C at 3 mikg and 6 mikg Apainst Ixodes 43121122 Merial Limited CLE
scapularis/danmumini Nymphs. Dermacentor variabilis Nymphs,
Amblyomma americaman Nymphs, Rlipicephalus sanguineus
Nymphs, and Clenccephalides felides Adults Using Treated Dog Hair
as the Testing Substrate
%10.3300 Posilive Referenced and Untreated Controlled, Confinmatory 43577112 Mertal Limited OLD
Laboratory Trial of RM16G1E SPOT-ON Formulatien Apphied te Dogs
as 3 Weight Class Defined Volunes for the Control of the Cat Flea
Ctenocephalides felis, the Brown Dog Tick Rhipicephalus sanguineus.
and the American Dog Tick Dennacentor variabilis
8103300 Siudy Sumnaaries; Frentline Plus For Dogs. 43612701 Merial Limited PAY
810.3300 An Efficacy Study of Frentline Spray, Frontline Top Spet, and ML- 45620561 Merial Limiled PAY
2.095,988 509T. for the Treattnent and Control of Trichodectes canis in
the Dog
8103300 PR & D 0624101 Frontline Spray/ Frontline Spot-On/ML-2, (095, 988 45620504 Merial Limited PAY
309T/Dogs /Solution/T opical
8193300 PR & 12 0032301 Frontline Spray/Trontline Spot-On/ML-2, 695, 988 456205603 Merial Limited PAY
509T/Dogs’ Solution/ Topical
810.3300 Fronttine Spray & Tep Spot Dogs/Solution/Topical Clinial/Bose 43620506 Merial Limited PAY
Confirmation/ Ectoparasites, Mites. Sarcoptes Scabiei var canis
Signature: t ; . Name and Title Datc
\(/{‘U% /\2 ‘t\ 576{_{_,\\/\'5 , 'gﬂ_ 'r" Kelly R. Hoskins, Manager of Techrical Affairs 08/11/2610

EPA Form B576-35 {5-97} Fleamronte atd Paper Yersions Available. Svhimdn oely Paper versian

Agrncy Interaal Use Copy
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Farm Approved OB Ny, 2079-5060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

* 401 M Street, S.W.
“ WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burilen for this collection of nformation is eslimated 10 avurage 0.25 hours per response [or registration activities and 0.25 hours per response for reregisiration
and special review aclivitics, including time [or reading the inderegistrationcompleting the necessary forms. Send comments reparding the burden estimale or any other aspect of this collection of information, including
suggestions for ieducing the hurden to Director: OPPE Information Maragement Division {2137} U8, Environmentat Prolection Agency, 401 M Street, 5.W., Washingion, DO 20460, De not send the form to this
address.

DATA MATRIX
Date: August 11, 2818 EPA Reg No/Tile Symbol 251 7-NEW Page 4 of 4
Applicant’s/Registrant’s Name & Address Product: Sergeant’s Fipronil + Cyphenothrin +
Sergeant's Pet Care Products, Inc. 2625 South 138th Plaza. Omaha, NE 68130-1770 Methoprenc Syueezc-On for Dogs
Ingredients: Fiprontl, Cyphenothrin and (s)-Methoprence
Guideline Reference Number Guideline Study Name MRIDY Number Submitter Stalus Note
810.3300 Study to Confirm the Efficacy of Fipronil Against {.ice in Dogs Under 45628201 Meriat Limited PAY
Field Conditions
810.3300 A Study to Evaluate the Efficacy of Frontline Plus for Contral of 15866902 Meriaj Limited PAY
Masguitocs, Aedes aegypti, on Dogs
810.3300 Eflect of Shampoo Application after Treatment with a Cypherothrin 46298501 Sergeant’s Pet Care Progucts, Inc. OWN

Squeere-On on Efficacy Against Cat Fleas {(Ctenocephatides felis),
Adult Brown Dog Ticks (Rhipicephatus sanguineus) on Dogs

40 CTR Part 157.32 Evaluation of the Dog Squeecze On 9.67 mi White Applicator with 48059803 Sergeant's Pet Care Products, Inc. OWN
COrange [Label Indicator (3x}. scissors to open — =1 as a Poison
Prevention Package for Sergeant’s Pet Care Products. Inc.

40 CFR Part 137.32 Evaluation of the Dog Squeeze On 1.34 mi White Applicator with 43059804 Sergeant's Pet Care Products, Inc, OWN
Green Label Indicator (3x), scissors to opeu - F=1 as a Poison
Prevention Package for Sergeant’s Pet Care Produets, Inc.

40 CFR Part 157.32 Evaluation ef the Dog Sguecze On 2.68 mil White Applicator with Red 48059805 Sergeant's Pet Care Products, Inc. OWN
I.abel [ndicator (3x). scissors to open -- F=1 as a Poison Prevention
Package for Sergcant’s Pet Care Products, [nc.
40 CFR Parl 157.32 Fvaluation of the Dog Squecze On 4.02 mi White Applicator with Blue 48059806 Sergeant's Pet Care Products, Ine. OWN
Labc! Indicator {3x), scissors to opent — F=1 as a Poison Preveation
Package for Serpeant’s Pet Care Products, Inc.

Name and Title Date

¥ &UJO 'Q &Oﬁb\/\\"% / 2AT Kelly R. Hoskins, Manager of Tochnical Affairs 08/11/2610

Signature:

FI'A Form 8570135 {2973 Flovtronic and [aper Yerbons Available  Subaut coly faper versiom Ageney [nteraal Tise Capy
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| sergeant’s” Master Lay..l

11 August 2010 Version 10.1 EPA Reg. No. 2517-XX
. Information in | ] is optional. Page 1 of 8

[CARTON LABEL - DRAFT MASTER LABEL COPY|
Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On

for Dogs ,
[(Sergeant’s®) (Sentry™) VetSpot™ (Spot On) for dogs) DA
[(Sergeant’s®) (Sentry®) VetSpot™ (Spot On) for dogs]

[(Sergeant’s®) (Sentry”) FRONTIER GOLD (Spot On) for dogs|
[{(Sergeant’s®) (Sentry®) Ectoadvance™™ (Spot On) for dogs]

[Apply to puppies over 12 weeks old]
[Apply to puppics 12 weeks or older]

[» Flea & Tick Controf for Dogs & Puppics 12 wecks old and older]

[+For Dogs and Puppies 12 weeks of age or older]

[*For Dogs {up to 22 tbs|, [23-44 Ibs|, [45-88 ibs], {89-132 ibs] _—
[«Kilis fleas (in as little as | hour), flea eggs, ticks (in as little as 1 hour), chewing tice &
mosquitocs| S '
[+Kills (and Repels) Fleas, Ticks and Mosquitoes]

[+Controls {lea reinfestation for up to [16 weeks|}

[+Fast Acting]

[«Kills ticks (in as little as | hour)}

[«Kills ticks including thosc that may transmit Lyme disease]

[*Dogs can be bathed 24 hours alter treatment|

[«Watcrproof]

[+Long Lasting]

[+Rescarch demonstrates that [brand name] kills adult fleas (in as little as 1 hour). flea
eggs, flea larvae and pupae for up to four months.]

[*]brand namc| prevents development of all flca stages for up to four months. |

[+Kills fleas {in as little as | hour), ticks (in as little as 1 hour), mosquitoes, (chewing)
lice, flca eggs, larvac and pupac]

[+Prcvents all flea stages (adult fleas (in as little as | hour), flea eggs, flea pupae and flea
larvae}]

[+1f dog is a high risk for flca re-infestation a once month application may be needed)
[*Once a month treatment is recommended}]

|*A once monthly application is recommended for chewing lice, |

[+Rapidly eliminates infestations with chewing lice}

{«Monthly flea, tick, mosquito, lice, and flea cgg protection]

{*Monthly flea, tick, mosquito and lice protection]

[*Kills flca cpgs {larvac] [pupac] for up to 4 months)

[+Aids in Control of Sarcoptic Mange]
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sergeant’s. Master Lawy<l

| 11 August 2010 Version 0.1 EPA Reg. No. 2517-XX

Llﬁfm‘mation in [ ] is optional. FPage2of8 R
[*Kills fleas (in as little as | hour), ticks {in as title as 1 hour), mosquiloes, flea eggs, and
lice]

[*[Seven] [7] Way Protection [Kills fleas (in as little as 1 hour), ticks (in as little as |
hour}, mosquitocs, lice, flea cggs, flea larvac and [lea pupae]j

[+ 6 [Six] Way Protection! Kills fleas (in as littic as 1 hour), ticks (in as littlc as 1 hour),
maosquitoes, lice, flea eggs & flea larvae]

I« {4 Week] [Flea and Tick & Trcatment]

[+ [Four (4) Week] [Fiea, Tick, Mosquite and Lice Control]

[+ With (S)-methoprene Insect Growth Regulator which Breaks the Tlea Life Cycle]
{» With (S)-mcthoprenc to Break Flea Life Cycle]

{+ With Insect Growth Regulator to Break I'lea .ife Cycle]

{» Triplc Action [']:Fipronil and Cyphenothrin with (S)-methoprence IGR Eftectively
Breaks the Tlea Life Cycie]

|+ Triple Action {!]: Effcctively Breaks the Flea Life Cyclef!}]

[+ Three Applications {for cartons with 3 applicators} ] and/or [3 Month Suppiy] or [i2
Week Supply]

|» Best if uscd year round!|

[+ Kiils & Repels Iieas (in as little as | hour) Up to [4 weeks]!}

|+ (ICON Showing 4 Weck Protection)]

[+ 4 Week Dosel!]

|* 1 Month Dose!}

[+ Lasy to Use Application]

|+ Specially Formulated for Dogs and IP'uppics]

[+ [Free] Calendar Stickers Inside!]

|= {Free] Brochure inside!]

[+ [Free] Brochure and Calendar Stickers Inside]

[+ I'atented Technology]

[+ Kills Flea Eggs & Fiea Larvae for [(4 months)}!]

[* Prevents Flea Lggs From Developing Info Biting Adults]

f¢« Kilis Ticks (in as littlc as 1 hour) for Up to [4 weeksit]

[+ Kilis [all stages of] Deer Ticks (vector of Lyme Discase) for up to 4 weeks]

[+ Kills Ticks (in as little as 1 hour)}

[+ Kills Ticks including Deer Ticks for up 1o 4 weeks]

{+ Kills Brown Dog Ticks (in as little as 1 hour)|

[« Kilis [Brown], [American.]} (and Lone Star] Dog Ticks for up to 4 weeks]

|= Kills Rhipicephalus sanguineus for up 10 4 weeks)

[*When used monthly [brand name] completely breaks the flea life cycle and controls tick
and chewing lice infestations. |

I+ Kilis American Dog Ticks [(Dermacentor variabilis)] for up to 4 wecks!]

[ Apply once every [4 weeks]!]

[+ 4 weeks Fica and Tick Treatment!]

[+Once A Manth I'lea and Tick Treatment]

|= Kiils & Repels Fleas (in as little as 1 hour) and Ticks (in as little as I hour) for up to 4
weeks!]

[= Kills all stages of the {lea filc cycle]

[+ Kiils Tleas (in as little as 1 hour), Ticks (in as iittic as | hour), Flea Eggs & Flea
Larvac for up 1o 16 Weeks]
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1t August 2010 Version 10.1 EPA Reg. No. 2517-XX

Information in | | is optional. Page3 of' §

{= [Kills mosqurtoes(]
f* Dogs can be bathed 24 hours after squeeze-on is applied]
[*Prevents and controls reinfestations]
f+ [Frec with purchase] |Free insidc] Monthly Application Reminder [Magnet] [clip]
[card]]
[For Dogs & Puppies (12 weeks or older and) up to 22 Ibs.}
{For Degs 23-44 |bs.]
IFor Dogs 45-88 Ibs.]
[For Dogs 89-132 Ibs.]

| 1 - Denotes Optional Statements and/or Images that May be Used on Front, Back
or Side Label Panels

[Ingredient Statement may be on {ront or back label]

ACTIVE INGREDIENTS:

FIPIOnI. et e 9.8%
Cyphenothrin........i e e 2.0%
(S} methopIene oo 8.8%
OTHER INGREIDIENTS: oo 76.4%
TOTAL: 100.0%

KEEP OUT OF REACH OF CHILDREN
WARNING
See [Backj[or][Side] { Label Panelis] [or] [insert] for Additional Precautionary Statements

NET CONTENTS:
Contains (3) [6.023 fl 02} {0.67 ml} applicators
Contains (3) [0.045 1 oz} {1.34 ml] applicators
Contains (3) [0.091 fl 07} [2.68 mi] applicators
Contains (3) {0.136 {1 oz |4.02 mi] applicators
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| sergeant’s” Master Lawel
. t1 August 2010 Version 10.1 EPA Reg. No, 2517-XX
| Information in [ Jisoptional.  Pagedof§

|[BACK/SIDE CARTON LABEL - MASTER LABLL]

{brand name] contains Fipronil, cyphenothrin, and the inseci growth regulator (IGR) (S)-
methoprenc.to ctfectively kill [and repel] Fleas [(in as little as 1 hour)], Ticks [(in as little as |
hour}|, and kills mosquitoes and {chewing) lice. The active mgredients in {brand name] work by
collecting 1n the hair follicles and skin oils. This product features a sustained-release formula that
discharges [rom the animal’s hair follickes using the natural skin oils, resulfing in fast acting [and
long lasting] control of Fleas and Ticks [(in as little as | hour)], [and kills mosquitocs] and
chewing lice [for 30 daysi.

Idiagram with visual of fipronil coilecting and being released from hair follicle]

READ ENTIRE LABEL BEFORE EACH USE.
USE ONLY ON DOGS AND PUPPIES OVER 12 WEEKS OF AGE.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS. WARNING. Causcs substantial
but temporary eye injury. Do not get in eves or on clothing. Wash thoroughty with soap and
watcr after handling and before cating, drinking, chewing gum, or using tobacco. Remove and
wash contaminated clothing before reuse. Harm#ful if swallowed. Harm{ul if absorbed through
skin. Prolonged or frequently repeated skin contact may cause allergic reactions in some
individuals.

FIRST AID

H1n Eyes « Hold eye open and rinse slowly and gently with water for 15-20 minutes.
* Remove contact lenses, if present, after the first 5 minutes, then continue rinsing
eye,
¢ Call g poison control center or doctor for further treatment advice. }
H On Skin o Take off contaminated ciothing.

Or Clothing | e Rinse skin immediately with plenty of water for 15-20 minutes.

e Call a poison control center or doctor for treatment advice.

It Swallowwed | o Immediately call a poison control center or doctos.

e Do not induce vomiting unjess told fo do so by a poison control center or doctor,

» Have person sip a glass of water if abic to do so.

* Do not give anything by mouth to an unconseious person.

HOT LINE NUMBER

Have the pmduci container or Jabel with vou when calling a poison control center or doctor, or uomg
for treatment. For meore information on this pesticide product (including health concerns, medical
emergencies or pesticide incidents), you may call 1-800-781-4738, B

NOTE TO PHYSICIAN OR VETERINARIAN
Treat patient symptomaticatly
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DPIRECTIONS FOR USE
{15 a violation of Federal law (o use this product in a manner inconsistent with its labeling.
READ ENTIRE LABEL [AND ENCLOSED DIRECTIONS] BEFORE EACH USE.

DO NOT USE ON CATS. May be toxic and potentially fatal if applicd 1o or ingested by cats.
FOR EXTERNAIL USE ON DOGS ONLY. Do not use on puppics under 12 weeks of age.
Weigh your dog to be sure you are applying the right dose formulated for the weight of your pet.
Da not treat your pet with more than one pesticide product at a time. Over dosing your animal
can result in serious iliness and even death. Best if used year reund. Certain medications can
interact with pesticides. Consult a veterinarian before using this product on debilitated, aged,
medicated, pregnant, or nursing dogs. Consult a veterinarian before using on dogs with known
organ dysfunction. DO NOT USE ON CATS or animals other than dogs. Scparate the treated
dog from all other dogs and cats for 24 hours after treatment has been applied. Cats and dogs that
actively groom or engage m close physical contact with treated dog may be at risk of serious
harmful effects, The most comumon signs of ingestion arc excessive salivation and foaming at
the mouth. If these symptoms occur immediately feed your dog and continue to monitor your
pet for the next 24 hours. If symptoms persist call 1-800-781-4738 to talk to a veterinarian. Cats
exhibiting these same symptoms from mgestion should be taken to the veterinarian immediately.
If your dog 1s cxhibiting signs of and/or arc being treated for skin dermatitis, talk to your vet
before appiying any topical flea and tick control product,

Sensitivitics may occur after using ANY pesticide product on pets. If signs of sensitivity
occur bathe your dog with a mild soap and rinse with large amounts of water. If signs
continue, consult a veterinarian immediately by calling 1-800-781-4738.

[{Outer Packaging or Insert Copy}]

How to open: Remove product tubes {vial] from the package. Separate one tube from the others,
Holding the tube {vial] with notched end pointing up and away from the face and body, cut off
the narrow end at the notches with scissors.

How to apply: Invert tube over dog and use open end to part dog’s hair. Squeeze tube firmly to
apply all of the solution to the dog’s skin, as dirccted below. Repeat application may be made if
necessary, but do not apply more often than once every 4 weeks,

FREQUENCY OF APPLICATION

Use [brand name] monthly for complete control of fiea, tick [and] chewing lice {and to kil
mosquitoes] [mfestations], {Studics show that] forand namc] kills flcas (in as Iittle as 1 hour) for
up to three months. If your pet is at high risk for flea reinfestation [, or in a highly infested
environment], apply monthiy. Apply monthly 1o control ficks, mosquitocs and chewing lice,
{Brand name] kills mosquitoes within 24 hours for the first 7 days after treatment, then withmn 48
hours for up to 28 days. {Brand name] remains cticctive, even afier bathing, water immersion, or
exposure to sunlight. Allow treated area to dry thoroughly. Do not reapply for 30 days.
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1 CYPHFNOTHRIMW HOPRFI\E

For Dogs Weighing up to 22 ibs.

{For cartons containing .67 ml (0.023 fl. 0z.) applicator tubes}

Apply one tube (67ml}(0.023 fl. 0z.) [as a spot to the dog’s back between the shoulder blades]
[from the back of the neck to a point midway between the neck and tail ).

For Dags Weighing Between 23-44 lhs.

{For cartons containing 1.34 ml (0,045 fl. vz.) applicator tube}

[Apply two tubes (.67 mI)}0.023 f1. 07.) as a spot on the dog’s back between the shoulder blades]
lor] [Apply onc tube (1.34 mlK0.045 {1, oz.) as a spot to the dog’s back between the shoulder
blades.| [from the back of the neck to a point midway betwecen the neck and tail].

For Dogs Weighing Between 45-88ibs.

For cartons containing 2.68 ml (0.091 fl. oz.) applicator tube}

Apply onc tube (2.68 mI)(0.091 1. 07.) [as a spot on the dog’s back between the shoulder blades|
[from the back of the neck to a point midway betwecn the neck and tail].

For Dogs Weighing 89-132 [hs.

For cartons containing 4.02 m! (8.136 {1. oz} applicator tube}

Apply one tube (4.02 ml)(0.136 fl. 0z} [as a spot on the dog’s back between the shoulder blades]
[from the back of the neck to 4 point midway between the neck and tail].

STORAGE AND DISPOSAL
PESTICIDE STORAGE: Do niot remave tube from the pack until ready to use. Store int a coof [below
77°F (25'C)] dry place inaccessible to children and pets. Do notrefrigerate. Protect from direct sunlight.

PESTICIDE DISPOSAL AND CONTAINER HANDLING: Non-refillable container. 1o not reuse or
refill this container. If empty: Place in trash or offer for recycling if available. If partly filled: Call vour
local solid waste agency for disposal instructions. Never place unused product down any indoor or
outdoor drain.

[WARRANTY

Read the entire Directions for Use and Warranty belore using this Product. By using this product, user or
buyer accepts the following warranty. [[The directions for use of this product arc believed to adequate
and must be followed carefully. it is impossible to eliminate all risks associated with the use of this
product. Unintended consequences may result because of unknown factors. All such risks shall be
assumed by the user or buyer.] | Sergeant’s is commitied to providing high quality products. To the
extent consistent with applicable law, Sergeant’s makes no warranties, express or implied, of
merchantability or of fitness for a particular purpose or otherwise, that extend beyond statements on this
tabel. To the extent consistenit with applicable law, Sergeant’s, the manufacturer, or the Seller shall not
be hable for indirect, special, incidental or consequential damages, To the extent consistent with
applicable law, the exclusive remedy of the user or buyer shall not exceed the purchase price paid. ]

LIf you have questions or comments about this product, please write: Sergeant’s Consumer Response,
P.O. Box 540399, Omaha, NE 68154-0399 ]

In Casc of Emergency, call: 1-800-781-4738  [For more information] [Visit us at:] [www.sergeants.comj
Non-Emecrgency call 1-800-224-PETS (7387) | Made in USA]
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Distributed by:

Scrgeant’s Pet Care Products, inc. [BAR CODE AREA]
P.O. Box 540399

Omaha, NE 68154-0399

[EPA Reg. No. 2517-XX

EPA Est. No. XXXXX-XX-XXX

|Optional Insert or package copy|
[How to Apply - May contain graphics illustrating product use, ¢.g., dog with a drop
falling onto its neck from a vial on front, side, or back carton label and/or applicator
labeling.}

{{Outer Packaging or Inscrt Copy}|

How to open
1. Remove product tubes fvial/ from the package.
2. Separate onc tube from the others. Holding the tube fvia{/ with notched end pointing up
and away from the face and body, cut off the narrow end at the notches with scissors.

How to apply:
1. Invert tube over dog and usc open end {o part dog’s hair.
2. Squceze tube firmly to apply all of the solution to the dog’s skin fas a spot to the dog’s
back between the shoulder blades.] [or] [from the back of the neck to a point midway
between the neck and tail.}

{Flea life cycle diagramj

[L.ook at the Label (1.ook at the Label icon) [Easy] 6 Step [Spot On] [Squeeze-On] [Topical |
Checkiist

s Read the label completely and follow directions

»  Weigh your pet

e Do NOT usc Dog products on Cats

+ Do NOT treat with more than one pesticide product at a time

e Scparatc antmals afier treatment to avoid chance of ingestion

e« Do NOT split tubes between pets]

[Brand Name]

IMonthly reminder card|

[Apply [Brand Name} monthly for continuous protection agamst Fleas (in as little as | hour),
Ticks (in as littlc as 1 hour), fand] chewing lice Jand mosquitocs|.|

[Pet’s Name (Ilmpty blank for owner to fill 11 name})]

[First [dosc} | Treatment] (Empty blank for owner to fill in datc)}

[Second [dose] [Treatment] (Empty blank for owner to fill in date)]

I'Third {dosc} [Treatment} (Empty blank for owner to fill in daic)]
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[calendar stickers with brand name] [Place stickers on your calendar as a reminder (o reapply
[brand name] [in 30 days.}

[Meonthly Application Reminder Magnet (image of reminder magnet)

Enclosed for your convenicnce is an application reminder magnet. Push the (resct) button to
start the clock. After 30 days the magnet will flash (and beep) reminding you to reapply [Brand
Name]. This application reminder can be used for futuzc treatments. Just press the resct button
and in another 30 days the reminder magnet will flash (and beep) reminding you to reapply. |

{END - OPTIONAL INSERT OR PACKAGE COPY}

...dront Label . Back Labe] .
{Brand Name} KEEP QUT OF REACH OF CHILDREN 1
Fipronil 9.8%, Cyphenothrin 5.0%, (8)- WARNING: Read directions and precautions

i methoprene 8.8% before using. Usc scissors to open. :
L 0.67 ml. (or) 1,34 mL (or) 2.68 mi. (or) 4.02 EPA REG. No. 2517-XX flabel code}
|mL{labeleode} o

[Optional: Example pictograms that may or may not be found on the printed [abel}
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Lichard Ooblen
Tresdoet Manager 22
Gogument Processing Dosd
e of Pestiende Programs
Lis, Environmenial Profection
Room S-4900, One Potomas Yo
2777 south Crystad Dr

L
Arfingfon, VA 223124

i
!
{
s
3
{

S

Drear Mr. Geblken:

FEVE PVRHHICY

S:

Sergeant’s Per Care Products, e, (Serocant™s. 2623 South 138" Plaza, Omaha, Nebraska
OSES0- 1770, EPA Company Number 25317 authorizes Expoueni Ine, (1130 Connectieut
Avenue NW, Suite THID, Washingion DO, 200630) to act on our behalf, as our
Authorized Representative, Tor all necessary mteractions regarding all of owr product
registration applications and registrations, Please note this does not change the current

lited Authorized Agent for Sergem s,
The Exponent. ine. contact is as follows:

James Messing and or Bick Tinsworth
Fxponent, Inc.

L1580 Connecticut Ave., NW

Suite LM

Washington. DO 20036

(2021 7724430

{2825 7724979 {ax

AT

Suegrehy,

Keily 1. Hosking
Sanager of Tochnioad Affairs

o Jamoes Messing

Ok L

118



Carintg for pets

Sergeant’s Pet Care Products, Inc.

2625 South 158th Plaza = Omaha, NE 68130-177C = Telephone 402.93B.700¢ = Fax402.938.7091 = www.Sergeants.com
August 11, 2010

Richard Gebken, PM10

Office of Pesticide Programs (7504P) (REGFEE)
U.S. Environmental Protection Agency
Document Processing Desk

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Subject: Submission of EPA Pesticide Registration Improvement Act Information
Dear Mr, Gebken:

Sergeant’s Pet Care Products, Inc. (Sergeant's, 2625 South 158™ Plaza, Omaha, NE 68130-1770,
EPA Company Number 2517), is submitting Pesticide Registration Improvement Act
Information for the following new registration application:

s Sergeant’s Fipronil + Cyphenothrin + Methoprene Squeeze-On for Dogs R310, $4,578
(50% fec waiver $2,289), Pay.gov Tracking ID: 2510IM08, Agency Tracking ID:
74122352649,

This registration application is for a new end-use product with supporting data and is considered an
R310, new end-use product, requires review of data package within RD, PRIA review time frame 6
months, and a fee of $4,578. Sergeant's qualifies for a PRIA fee waiver/reduction of 50% (refer to
OPP Decision Number D-425455).

If you have any questions or need additional information regarding this registration application,
please contact me at 402-938-7079.

Sincerely,

Villy 7 Hothaos g a7

Kelly R” Hoskins
Manager of Technical Affairs
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Vohuntary Small Business

Certification Form for

Pesticide Registration Fee Waiver/Reduction

Section I: Business Identification

Company Name: Sergeant’s Pet Care Products, Inc.
Address: 2625 South 158 Plaza

Omaha, NE 68130-1770
EPA Company Number: 2517

Contact Name:

Kelly R. Hoskins
Manager of Technical Affairs

Phone Number:

402-938-7079

Fax Number:

402-938-7091

Email:

KHoskins@SERGEANTS .com

Section 2: EPA Pending

Action Identification

Product Name:

Sergeant’s Fipronil + Cyphenothrin +
Methoprene Squeeze—On for Dogs

Description of Action Submitted to EPA:

New end-use product with efficacy data

EPA Identification

2517-NEW

EPA Fee Category and Fee

EPA PRIA fee category R310, 6 month
review, $4,578 (50% fee waiver $2,289)

Section 3: Small Business Information/Documentation

Fee Waiver Support as a Small Business (as
applicable):

Yes, 50%.

Is the Applicant a business entity with one or
more affiliates?

No. Refer to previously filed request of D-
425455 (May 4, 2010)

Business structure: include a chart or statement
describing the applicant’s business entity, its
relationships to parent/owner company(s) and/or
attiliate company(s), and the percentage interest
of each owner/affiliate.

Refer to previously tiled request of D-
425455 (May 4, 2010)

Including parent and affiliate(s), the applicant’s
average annual giobal gross revenue from
pesticides for the last 3 years was less than or
equal to:

{ ) $10 million/year (75% fee waiver)
{ x ) $60 million/year (50% fee watver)

Documentation: Include revenue statements for
the Applicant showing annual global gross
revenue from pesticides for each of the three
most recent completed fiscal or tax years.

Refer to previously filed request of D-
425455 (May 4, 2010}

Applicant’s ( ) fiscal year { x ) tax year ends on: | September 30
Applicant’s Audited Financial Statements are January 31
available on/about:

Does the Applicant now employ 500 or fewer Yes

employees?

Documentation:; include the most recent IRS 041
or W3 or other official documentation

Refer to previously filed request of D-

425455 (May 4, 2010)
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Section 4: Certification Statement

1, Joe Commealy, the Vice President of Finance (title), of the above-named Applicant, am
authorized and have personal knowledge sufficient to make this certification on behalf of this
Applicant. I hereby certify under penalty of perjury that the information in Sections -3 above
and the documentation submitted and/or relied on in connection with this Applicant’s Fee
Waiver/Reduction request are true, complete, and correct in all material respects, and accurately
represent the current business status of this Applicant.

T

T gj C@mm& /m-r ok 1l 2010

Joe Connealy G Date
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